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PHARMACEUTICAL  MARKETPLACE  REFORM: 
IS  COMPETITION  THE  RIGHT  PRESCRIPTION? 


TUESDAY,  NOVEMBER  16,  1993 

U.S.  Senate, 
Special  Committee  on  Aging, 

Washington,  DC. 

The  Committee  met,  pursuant  to  notice,  at  9:30  a.m.,  in  room 
DG-50,  Dirksen  Senate  Office  Building,  Hon.  David  Pryor  (Chair- 
man of  the  Committee)  presiding. 

Present:  Senators  Pryor,  Reid,  Feingold,  Cohen,  Grassley,  Craig, 
Bums,  and  Specter. 

OPENING  STATEMENT  OF  SENATOR  DAVID  PRYOR,  CHAIRMAN 

The  Chairman.  Good  morning,  ladies  and  gentlemen. 

I  want  to  welcome  all  of  you  to  this  morning's  hearing.  We  want 
to  extend  a  special  thanks  to  all  our  fine  witnesses  who  have  come 
today  to  testify  before  the  Special  Committee  on  Aging. 

I  would  first  like  to  say,  speaking  on  behalf  of  Senator  Cohen 
and  all  the  members  of  the  Committee,  that  we  are  very  sorry  we 
could  not  accommodate  all  the  people  and  all  the  groups  who  want- 
ed to  testify  this  morning.  But  unfortunately,  the  very  busy  legisla- 
tive calendar  that  we  have  Umits  the  amount  of  time  we  can  set 
aside  for  this  hearing.  In  fact,  we  thought  as  we  saw  what  this 
week  was  bringing  that  we  might  postpone  this  hearing  until  next 
year.  But  then  we  decided  that  it  was  too  important  and  we  should 
plow  onward  and  go  forward  with  it. 

We  are  very  appreciative  of  the  interest  that  has  been  shown.  We 
would  like  to  announce  that  the  hearing  record  is  going  to  be  held 
open  for  a  period  of  2  weeks  for  the  very  purpose  of  allowing  indi- 
viduals and  groups  to  express  their  opinions  on  this  particular  sub- 
ject. 

This  hearing  this  morning  is  going  to  focus  on  an  issue  that  is 
very  important  to  all  of  us  on  this  Committee  and  to  all  of  us  in 
this  room,  to  millions  of  older  Americans,  and  all  the  various 
health  care  plans  that  purchase  prescription  medications.  We  are 
going  to  try  to  answer  a  very  simple  question  this  morning.  It  re- 
quires a  lot  of  complex  issues  to  wade  through  before  we  finally  are 
going  to  find  the  ultimate  solution.  That  ultimate  solution  and  an- 
swer may  not  come  until  sometime  next  year,  perhaps  even  the 
year  after.  But  we  hope  we  will  be  answering  that  question. 

The  question  is  this:  Will  market  forces  and  market  competition 
be  adequate  to  hold  down  drug  prices?  If  the  past  says  an3^hing 
about  the  future,  we  may  want  to  proceed  with  a  bit  of  caution. 

(1) 


Why?  Because  the  evidence  suggests  that,  so  far,  market  forces 
have  failed  miserably  in  holding  down  drug  prices  for  the  American 
pubhc. 

For  ex£imple,  prescription  drug  prices  in  our  country  have  in- 
creased at  three  times  the  rate  of  inflation  over  the  past  12  years. 
In  addition,  Americans  have  paid  the  highest  prices  for  their  pre- 
scription drugs  of  any  other  country  in  the  industrialized  world. 

The  drug  manufacturers  are  going  to  be  called  upon  this  morning 
to  state  their  position.  They  are  maintaining  that  the  new  im- 
proved marketplace  is  the  right  prescription  for  pharmaceutical 
pricing  ills  in  this  country.  However,  I  am  very  concerned — I  can- 
not speak  for  my  colleagues — that  some  recent  actions  may  be  an 
attempt  to  nip  in  the  bud  the  very  same  competitive  forces  that 
they  say  are  the  solution  to  the  problem. 

For  example,  let  me  cite  two. 

The  drug  industry  appears  to  be  merging  into  fewer,  larger  buy- 
ers that  will  have  more,  not  less,  control  over  drug  prices  and  the 
distribution  of  drugs  to  consumers.  How  will  the  purchasers  of 
these  prescription  medications  have  any  price  leverage  whatsoever 
against  the  mammoth  drug  manufacturers? 

Second,  drug  manufacturers  appear  to  be  trying  to  control  the 
bulk  of  the  generic  drug  market — this  is  something  that  I  have 
feared  for  a  long  time  and  I  have  stated  this  in  the  past  on  many 
occasions — by  gobbling  up  generic  firms  left  and  right.  We  are  see- 
ing that  happen  today.  As  a  result,  low-cost  generic  products  may 
become  a  thiing  of  the  past  in  the  very  near  future. 

In  addition  to  these  issues  and  these  examples,  we  need  to  find 
an  effective  mechanism  to  contain  drug  prices  during  the  period  of 
transition  to  our  new  health  care  system.  The  manufacturers  desire 
to  use  what  they  call  a  voluntary  price  restraint.  Yet,  the  voluntary 
approach  is  not  producing  meaningful  results  for  millions  of  older 
Americans.  Drug  prices  at  the  retail  level  are  still  increasing  faster 
than  inflation. 

Recently  I  challenged  the  drug  industry  on  the  Floor  of  the  U.S. 
Senate  to  make  a  meaningful  voluntary  commitment  to  restrain 
drug  prices  at  the  retail  level.  Unfortunately,  2  months  after  issu- 
ing this  challenge  to  the  50  major  drug  manufacturing  companies 
across  America,  only  1  company  has  made  a  conditional  yes,  4  com- 
panies have  said  absolutely  no,  and  the  other  45  appear  to  be  "vol- 
luitarily"  ignoring  my  calls  for  meaningful  restraint.  We  have  not 
heard  an  answer  nor  response  from  them. 

I  have  never  been  an  advocate  of  price  controls,  and  I  believe 
that  market  principles  should  be  given  every  chance  to  hold  down 
overall  health  care  costs,  including  pharmaceutical  costs.  Where 
the  market  can  work,  we  should  let  it  work.  Where  the  market  is 
not  working — let  me  repeat — ^where  the  market  is  not  working  and 
will  not  work  and  cannot  work  and  is  not  allowed  to  work,  then  we 
are  going  to  take  some  prudent  actions  to  assure  that  drugs  are 
priced  reasonably. 

Today's  witnesses  will  hopefully  provide  us  with  a  broader  per- 
spective on  whether  the  drug  marketplace  is  working  today  and 
whether  it  can  work  effectively  in  the  future. 

Once  again,  we  are  going  to  focus  on  one  central  question.  Will 
the   market   forces   allow   the   pharmaceutical   products   that  we 


produce  in  this  country  to  be  sold  at  a  reasonable  price?  Is  competi- 
tion the  right  prescription? 

That  is  the  question  this  morning. 

[The  prepared  statement  of  Senator  Pryor  follows:] 

Opening  Statement  of  Senator  David  Pryor 

Good  Morning,  ladies  and  gentlemen.  I  want  to  welcome  all  of  you  to  this  morn- 
ing's hearing,  and  want  to  extend  a  special  thanks  to  all  our  witnesses  who  are  here 
today. 

First,  let  me  say  that  I  am  sorry  that  we  could  not  accommodate  all  the  groups 
and  individuals  who  wanted  to  testify  today.  Unfortunately,  the  very  busy  legisla- 
tive calendar  has  required  that  I  limit  the  amount  of  time  set  aside  for  this  hearing. 
I  am  very  appreciative  of  the  significant  interest  in  this  topic,  and  have  urged  all 
groups  who  want  to  do  so  to  submit  testimony  for  the  record.  The  hearing  record 
will  be  held  open  for  two  weeks  after  today  for  this  purpose. 

Today's  hearing  will  focus  on  an  issue  that  is  very  important  to  me,  to  millions 
of  older  Americans,  and  to  health  care  plans  all  across  our  nation  who  purchase  pre- 
scription medications:  will  market  forces  and  market  competition  be  able  to  hold 
down  drug  prices? 

The  President's  health  care  reform  plan  appears  to  rely  heavily  on  the  market's 
ability  to  restrain  overall  pharmaceutical  prices.  Where  it  is  expected  the  market 
cannot  or  will  not  work — such  as  in  the  case  of  breakthrough  drugs — it  appears  that 
the  plan  attempts  to  make  the  market  work  better,  so  that  buyers  have  more  price 
information  upon  which  to  make  purchasing  decisions. 

If  the  past  says  an5rthing  about  the  future,  however,  then  we  should  all  be  con- 
cerned about  putting  total  faith  in  the  market's  ability  to  hold  down  drug  costs. 
Let's  review  what  so-called  market  forces  have  brought  us  to  date: 

Prescription  drug  prices  that  have  increased  at  three  times  the  rate  of  inflation 
over  the  past  twelve  years  in  this  country; 

Americans  have  paid  the  highest  prices  for  prescription  drugs  in  the  industri- 
alized world; 

Millions  of  older  Americans  go  to  bed  at  night  wondering  if  they  will  be  able  to 
afford  their  medications; 

Over  half  the  "new"  drugs  produced  by  the  drug  industry  over  the  past  twelve 
years  duplicated  drugs  already  on  the  market; 

Drug  manufacturers  have  regularly  refused  to  negotiate  volume  discounts  with 
community  pharmacists,  who  are  some  of  the  largest  buyers  of  prescription  drugs 
in  the  United  States;  and. 

New  drugs  are  selling  in  the  United  States  at  prices  which  are  simply  staggering. 

Unless  I  nave  read  from  the  wrong  economics  textbook,  this  appears  to  be  market 
failure  at  its  worst.  The  drug  industry,  however,  says  that  this  is  ancient  history. 
They  say  that  the  marketplace  which  has  brought  us  these  trends  has  been  rel- 
egated to  the  ash-heap  of  pharmaceutical  pricing  history. 

Now,  the  drug  industry  is  feverishly  touting  the  "new,  improved"  drug  market- 
place as  the  solution  to  the  litany  of  pharmaceutical  pricing  problems.  They  obvi- 
ously want  to  avoid  pharmaceutical  price  controls  or  government  intervention  of  any 
type.  However,  I  am  concerned  that  some  of  their  recent  actions  may  be  an  attempt 
to  nip  in  the  bud  the  very  same  competition  that  they  say  is  the  solution  to  the 

Eroblem.  It  appears  that  the  new  drug  industry  slogan  for  the  1990s  is  "if  you  can 
eat  em',  buy  em." 
For  example: 

1.  The  drug  industry  appears  to  be  merging  into  fewer,  larger  buyers  that  will 
have  more,  not  less,  control  over  drug  prices  and  the  distribution  of  drugs  to  con- 
sumers. It  appears  that  we  may  be  heading  toward  a  drug  industry  oligopoly.  How 
will  purchasers  of  prescription  medications  have  any  price  leverage  ageunst  these 
mammoth  drug  manufacturers? 

2.  Drug  manufacturers  appear  to  be  trying  to  control  the  bulk  of  the  generic  drug 
market  by  gobbling  up  generic  firms.  Small  independent  generic  firms,  who  create 
price  competition  in  the  market,  appear  to  be  at  risk.  Drug  manufacturers  are  doing 
all  they  can  to  make  it  difficult  for  generic  products — other  than  their  own — to  get 
to  the  market.  As  a  result,  low  cost  generic  products  may  become  a  thing  of  the  past 
in  the  near  future. 

While  it  is  important  to  look  to  the  future,  we  also  have  to  be  concerned  about 
the  here  aind  now.  We  need  to  find  an  effective  mechanism  to  hold  down  the  cost 
of  drugs  for  the  average  American  during  the  phase  in  to  the  new  system.  Until  all 
Americans  have  prescription  drug  insurance  coverage,  millions  of  older  Americans 


will  still  pay  for  their  drugs  out-of-pocket.  How  will  market  forces  contain  prices  for 
these  people? 

The  manufacturers  want  to  use  'Voluntary"  price  restraint.  Yet,  there  approach 
is  not  producing  meaningful  results  for  millions  of  older  Americans.  Drug  prices  at 
the  retail  level  sire  still  increasing  faster  than  inflation.  Recently,  I  challenged  the 
drug  industry  to  make  a  meaningful  "voluntary"  commitment  to  restrain  drug  prices 
at  the  retail  level. 

Unfortunately,  two  months  after  issuing  this  challenge  to  50  major  drug  compa- 
nies, only  one  company  has  said  yes,  four  have  said  no,  and  the  other  45  appear 
to  be  "voluntarily"  ignoring  my  calls  for  meaningful  restraint.  A  list  of  the  compa- 
nies that  have  responded  to  date  is  attached.  This  fact  does  not  bode  well  for  the 
future. 

I  have  never  been  an  advocate  of  price  controls,  and  I  believe  that  market  prin- 
ciples should  be  given  every  chance  to  hold  down  overall  health  care  costs,  including 
pharmaceutical  costs.  Where  the  market  can  work,  we  should  let  it  work.  Where  the 
market  has  not,  will  not,  or  cannot  work,  we  must  take  prudent  actions  to  assure 
that  drugs  are  priced  reasonably. 

Today's  witnesses  today  will  hopefully  provide  us  with  a  broader  perspective  on 
whether  the  drug  marketplace  is  working  today,  emd  whether  it  can  work  effectively 
in  the  future. 

REPORT  CARD  ON  PHARMACEUTICAL  MANUFACTURERS  SIGNING  PRICE  RESTRAINT  COMMITMENTS 

[Responses  as  of  November  15] 

Manufacturer  Date  signed  Date  rejected  Reason 

Abbott  Labs No  response  

Adria  Labs No  response  

Alcon No  response  

American  Home  i No Oct  29,  1993 

Amgen No  response  

Armour No  response  

Ares-Serono No  response  

Astra  No  response  

Berlex No  response  

Boehringer No  response  

Boots No  response  

Bristol-Myers  1  No  response  

Burroughs-Wellcome No  response  

Ciba-Geigy No Oct  14,  1993 

Dupont  Mercli  i No  response  

Fisons  No  response  

Forest  Labs No  response  

Genentech Conditional  Yes Oct.  11,  1993 

Glaxo '  No  response  

Hoechest' No  response  

Hoffman  Laroche No  response  

Immunex No  response  

Janssen No  response  

Johnson  &  Johnson No  response  

Knoll No  response  

Lederlei No  response  

Eli  Lilly  1  No  response  

McNeil No  response  

Marion  Merrell  Dow  i  No  response  , 

Merck  1 No  response  

Miles  1 No  response  

Muro No  response  

Novopharm  No  response  

Ortho  Biotechnology  No  response  

Organon No  response  

Parke  Davis  No  response  

Pfizer'  No  response  

Proctor  &  Gamble No  response  

Purdue  Frederick No Oct  8,  1993 

Rhone-Poulenc '  No  response  

Sandoz No  response  

Sanofi  Winthrop  i  No  response  


REPORT  CARD  ON  PHARMACEUTICAL  MANUFACTURERS  SIGNING  PRICE  RESTRAINT 

COMMITMENTS— Continued 
[Responses  as  of  November  15] 

Manufacturer  Date  signed  Date  rejected  Reason 

Schering  Plough  No  response  

Searle No  response  

Smith  Kline  1  No  response  

Syntexi No Nov.  12,  1993  

3M  Pharmaceuticals No  response  

Upjohn  No  response  

Wallace No  response  

Wyeth-Ayerst No 

Zenecai No  response  


1  Indicates  company  has  made  some  type  of  voluntary  commitment  to  restrain  prices. 

The  Chairman.  We  are  now  going  to  call  on  our  colleagues.  I  now 
yield  to  the  vice  chairman,  Senator  Cohen. 

STATEMENT  OF  SENATOR  WILLIAM  COHEN 

Senator  Cohen.  Thank  you  very  much,  Mr.  Chairman.  Thank 
you  for  holding  what  I  hope  will  be  the  first  in  a  series  of  hearings 
on  trying  to  determine  the  effects  of  health  care  reform  on  older 
Americans. 

I  want  to  take  this  opportunity  to  commend  you  for  your  tireless 
leadership  in  the  area  of  access  and  affordability  of  prescription 
drugs  for  the  elderly.  I,  too,  am  looking  forward  to  hearing  what 
our  witnesses  will  say  this  morning. 

The  physician.  Sir  William  Osier,  was  quoted  as  saying,  "The  de- 
sire to  take  medicine  is  perhaps  the  greatest  feature  which  distin- 
guishes man  from  animals." 

I  think  we  might  disagree  that  that  is  the  most  significant  dif- 
ference among  the  species,  but  medicine  is  undoubtedly  the  lifeline 
for  millions  of  Americans. 

Back  in  the  late  1800's,  when  Sir  Osier  charged  his  patients  50 
cents  for  treatment,  I  think  few  of  us  could  have  imagined  the  mir- 
acle drugs  we  have  discovered  or  the  billions  of  dollars  we  spend 
each  year  on  prescription  drugs. 

As  the  chairman  has  pointed  out,  today  we  are  going  to  look  at 
trends  in  the  pharmaceutical  industry  and  how  free  market  forces 
are  working  and  affecting  drug  prices.  I  wo\ild  like  to  make  the 
point  as  clearly  as  I  can  that  our  goal  today  is  not  to  crush  the  pre- 
scription drug  industry  because  to  do  so  would  only  harm  our  ef- 
forts toward  economic  recovery.  It  would  also  severely  hamper  our 
abihty  to  reach  major  breakthroughs  in  the  battle  against  cancer 
and  AIDS  and  Alzheimer's  and  heart  diseases  and  other  devastat- 
ing illnesses. 

But  rather  I  see  our  task  being  to  determine  how  changes  in  the 
pharmaceutical  industry  in  anticipation  of  health  care  reform  is 
going  to  affect  the  price  of  prescription  drugs  for  families,  individ- 
uals, and  especially  senior  citizens.  While  they  have  undoubtedly 
benefitted  fi-om  the  contributions  of  the  drug  manufacturers,  they 
have  also  been  the  victims  of  skjrrocketing  drug  prices  over  the 
past  decade. 

I  will  forego  reiterating,  Mr.  Chairman,  the  statistics  on  drug 
prices  during  the  past  decade,  but  let  me  say  that  after  spot-light- 


ing  industry  prices  and  profits,  I  think  we  are  beginning  to  see 
some  response  from  the  pharmaceutical  industry  which  is  positive. 
We  are  also  witnessing  a  more  cost-conscious  health  care  market 
in  which  health  plans  have  undertaken  a  number  of  efforts  to  reign 
in  the  costs  for  prescription  drugs. 

The  drug  industry  claims  that  these  changes  in  the  marketplace 
show  that  competition  is  finally  working  to  hold  down  prescription 
drug  costs.  While  we  would  agree  that  significant  savings  have 
been  realized  through  managed  care,  the  industry's  quest  for  prof- 
its still  should  cause  us  to  look  further. 

Tracing  the  moves  of  the  drug  industry  to  counter  efforts  to  curb 
high  drug  prices — ^for  me,  at  least — ^is  the  equivalent  of  watching  a 
slam  dunk  contest  and  a  master  chess  tournament.  When  Congress 
tries  to  bring  about  more  affordable  drug  prices,  the  industry  out- 
maneuvers  the  consumer  through  creative  pricing,  cost  shifting, 
and  cornering  the  market  on  a  drug.  The  drug  industry  seems  ca- 
pable of  soaring,  like  Michael  Jordan,  while  moving  laterally  like 
Bobby  Fischer.  But  the  spectator,  or  the  consumer,  sees  very  Uttle 
sport  in  this  particular  geune. 

A  recent  move  used  by  DuPont  Merck  demonstrates  the  length 
some  drug  companies  will  go  to  secure  profits,  despite  public  con- 
cerns. The  company  announced  it  would  stop  packaging  four  drugs 
in  individually  wrapped  unit  doses  and  would  sell  the  drugs  to  hos- 
pitals and  pharmacies  only  in  bottles.  According  to  an  article  in 
New  York  Times,  the  resiilt  of  this  simple  repackaging  technique 
will  be  to  raise  the  prices  fi-om  a  range  of  $2.50  to  $5  for  100  pills 
to  between  $40  and  $50  for  100  pills,  or  as  much  as  a  900  percent 
increase  in  the  price  of  the  individually  wrapped  drug. 

The  company  claims  that  this  exorbitant  price  increase  was  con- 
sistent with  its  pledge  to  keep  its  average  price  increase  within  the 
rate  of  inflation  because  this  was  a  "product  discontinuance"  and 
not  a  price  increase.  I  would  like  to  have  those  officials  try  to  ex- 
plain this  artful  distinction  to  patients  who  have  to  bear  the  price 
increase  as  it  is  passed  onto  them  when  they  must  pay  higher  hos- 
pital charges  or  higher  insurance  premiums. 

Today's  hearing  will  demonstrate  that  while  HMOs,  hospitals, 
health  care  plans,  and  consumers  have  been  working  to  force  com- 
petition in  the  pharmaceuticsd  marketplace,  drug  manufacturers 
have  also  been  working  with  equal  effort  to  keep  profits  spiraling 
even  higher. 

The  chairman  has  covered  the  issue  of  drug  manufacturers  enter- 
ing in  through  the  generic  msirket,  so  I  will  forego  again  dupUcat- 
ing  his  statement.  But  I  would  like  to  focus  just  briefly  on  the  rash 
of  mergers  and  acquisitions  that  have  been  taking  place  in  the 
drug  industry. 

This  recent  trend  towgird  a  consolidated  industry  has  begun  to 
pick  up  speed  with  drug  manufacturers  buying  up  small  biotech 
companies  with  promising  new  therapies.  A  major  merger  that  has 
caught  the  attention  of  the  industry  and  Federal  regulators  is  the 
proposed  acquisition  of  Medco  mail  order  drug  company  by  Merck 
Pharmaceutical  Company. 

This  acquisition  has  been  described  as  the  marriage  of  the  Tif- 
fany of  drug  makers  with  the  Wal-Mart  of  pills. 


It  has  caused  antitrust  concerns  and  has  raised  red  flags 
throughout  the  drug  industry.  Community  pharmacists  claim  that 
the  merger  could  worsen  discriminatory  pricing  practices  and  other 
drug  manufacturers  question  if  they  will  continue  to  deal  with  the 
msdl  order  company  after  it  merges  with  a  competing  manufac- 
turer. 

There  is  also  some  question  that  exists  as  to  whether  the  Merck/ 
Medco  imion  will  allow  the  drug  manufacturer  to  exploit  prescrip- 
tion drug  information  on  33  million  people  now  contained  in 
Medco's  databases  to  further  market  its  products. 

I  think  it  is  too  soon  to  conclude  whetner  these  moves  to  consoli- 
date is  actually  going  to  stifle  or  enhance  competition.  Certainly 
many  of  the  mergers  are  necessary  to  keep  weaker  companies  from 
failing.  However,  an  industry  prone  to  monopohstic  tendencies 
whose  prices  and  profits  have  continued  to  increase  despite  market 
pressures  has  to  be  monitored  fairly  closely. 

Finally,  Mr.  Chairman,  we  have  to  address  how  the  changes  in 
the  industry  in  the  health  care  reform  are  going  to  affect  laiuich 
prices  on  new  breakthrough  therapies.  It  is  not  at  all  unusual  for 
us  to  learn  that  the  cost  of  a  new  drug  will  exceed  $10,000  a  year. 
Experience  shows  that  drug  prices  rarely,  if  ever,  go  down  once  a 
drug  is  on  the  market.  It  is  crucial  that  we  explore  how  to  deter- 
mine whether  the  price  of  a  new  drug  is  reasonable. 

Mr.  Chairman,  I  will  forego  the  balance  of  my  statement  other 
than  to  point  out  that  we  must  be  very,  very  careful  as  we  look  at 
President  Clinton's  proposal  for  health  care  reform,  which  includes 
coverage  for  what  may  be  all  prescription  drugs,  as  to  whether  or 
not  we  are  going  to  have  to  face  a  situation  where  we  have  an  ex- 
ploding demand  for  prescription  drugs  without  any  kind  of  reason- 
able cost  containment  and  what  the  impact  will  be  upon  the  Amer- 
icEin  taxpayer.  But  that  I  think  is  something  we  can  at  least  begin 
to  focus  upon. 

Again,  I  thank  you  for  commencing  these  hearings. 

[The  prepared  statement  of  Senator  Cohen  and  the  prepared 
statements  of  Senators  Bradley,  Shelby,  Kohl,  Pressler,  and  Simp- 
son follow:] 

Prepared  Statement  of  Senator  William  S.  Cohen 

Thank  you,  Mr.  Chairman,  for  holding  what  I  hope  will  be  the  first  in  a  series 
of  heeirings  on  the  effects  of  health  care  reform  on  issues  of  particular  concern  to 
older  Americans.  I  commend  you  for  your  tireless  leadership  m  the  area  of  access 
and  affordability  of  prescription  drugs  for  the  elderly,  and  I  look  forward  to  listening 
to  the  testimony  of  today's  witnesses. 

The  physician,  Sir  William  Osier,  was  quoted  as  saying,  "The  desire  to  take  medi- 
cine is  perhaps  the  greatest  feature  which  distinguishes  man  from  animals."  While 
we  may  disagree  that  this  is  the  most  significant  difference  among  the  species,  med- 
icine is  imdoubtedly  the  lifeline  for  millions  of  Americans.  Back  in  the  late  1800s 
when  Sir  Osier  charged  his  patient  50  cents  for  treatment,  who  could  have  imagined 
the  miracle  drugs  that  we  have  discovered  or  the  billions  of  dollars  that  we  spend 
each  year  on  prescription  drugs. 

As  the  Chairman  pointed  out,  today  we  will  look  at  trends  in  the  pheuTnaceutical 
industry  and  how  free  market  forces  are  working  and  affecting  drug  prices. 

Our  goal  here  today  is  not  crush  the  prescription  drug  industry.  To  do  so  would 
not  only  harm  our  efforts  toward  economic  recovery  but  would  also  severely  hamper 
our  ability  to  reach  major  breakthroughs  in  our  battles  against  cancer,  AIDS,  Alz- 
heimer's and  heart  diseases,  and  other  devastating  illnesses. 

Rather,  our  task  is  to  determine  how  changes  in  the  pharmaceutical  industry  in 
anticipation  of  health  care  reform  will  affect  the  price  of  prescription  drugs  for  fami- 
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lies,  individuals  and  especially  senior  citizens.  While  they  have  undoubtedly  bene- 
fited fi-om  the  contributions  of  the  drug  manufacturers,  they  have  also  been  the  vic- 
tims of  skyrocketing  drug  prices  over  the  past  decade. 

The  statistics  on  drug  prices  are  staggering.  During  the  1980's  while  the  general 
rate  of  inflation  rose  58  percent,  prescription  drug  inflation  increased  by  152  per- 
cent. And  last  year  alone  drug  prices,  overall  rose  more  than  four  times  the  rate 
of  inflation. 

While  many  drug  manufacturers  have  eryoyed  profits  as  much  as  five  times  the 
profits  of  the  average  Fortune  500  company,  millions  of  Americfins  cannot  afford 
their  medications,  /^ain  and  again  we  nave  heard  cases,  both  nationwide  and  in 
my  state  of  Maine,  oi  senior  citizens  who  have  had  to  choose  between  food  and  medi- 
cine, and  of  families  who  fear  trips  to  the  doctor  because  of  what  their  prescriptions 
will  cost. 

After  years  of  spotlighting  industry  prices  and  profits,  we  have  begun  to  see  some 
response  fi-om  the  pharmaceutical  industry.  Drug  manufacturers,  tired  of  the  Con- 
gressional and  pubuc  concern  over  exorbitant  drug  prices  have  made  pledges  to  keep 
price  increases  in  line  with  the  rate  of  inflation.  However,  it  is  far  too  early  to  claim 
victory  over  excessive  drug  prices.  In  just  the  first  six  months  of  this  year,  some 
drugs  used  widely  by  the  elderly  have  already  increased  in  price  almost  three  times 
the  rate  of  inflation,  despite  promises  by  their  manufacturers  to  keep  prices  in  line. 

We  are  now  witnessing  a  more  cost-conscious  heedth  care  market,  m  which  health 
plans  have  undertaken  a  number  of  efforts  to  rein  in  the  cost  of  prescription  drugs. 

The  drug  industry  claims  that  these  changes  in  the  marketplace  show  that  com- 
petition is  finally  working  to  hold  down  prescription  drug  costs.  While  we  would 
agree  that  significant  savings  have  been  reaUzed  through  managed  care,  but  indus- 
t^s  quest  for  profits  prompts  us  to  look  fiarther. 

Tracing  the  moves  of  the  drug  industry  to  counter  efforts  to  curb  high  drug  prices 
is  the  equiv8dent  of  watching  a  slam-dunk  contest  or  a  master  chess  tournament. 
When  Congress  tries  to  bring  about  more  affordable  drug  prices,  the  industry  out- 
maneuvers  the  consumer  through  creative  pricing,  cost  shifting:,  or  cornering  the 
market  on  a  drug.  The  drug  industry  seems  capable  of  soaring  like  Michael  Jordon 
while  moving  laterally  like  Bobby  Fischer,  but  the  spectator,  the  consumer,  sees 
very  little  sport  in  this  game. 

A  recent  move  used  by  DuPont  Merck  demonstrates  the  length  some  drug  compa- 
nies will  go  to  secure  profits,  despite  public  concerns.  The  company  announced  that 
it  would  stop  packaging  four  drugs  in  individually  wrapped  unit  doses,  and  would 
sell  the  drugs  to  hospital  pharmacies  only  in  bottles.  According  to  an  article  in  The 
New  York  Times,  the  result  of  this  simple  repackaging  technique  will  be  to  raise 
the  prices  from  a  range  of  $2.50  to  $5.00  for  100  pills  to  between  $40  and  $50  for 
100  pills — or  as  much  as  a  900  percent  increase  in  the  price  of  the  individually 
wrapped  drug. 

The  company  claims  that  this  exorbitant  price  increase  was  consistent  with  its 
pledge  to  keep  its  average  price  increase  within  the  rate  of  inflation  because  this 
was  a  "product  discontinuance,  not  a  price  increase."  Try  to  explain  this  sutful  dis- 
tinction to  patients  who  have  to  bear  this  price  increase  as  it  is  passed  on  to  them 
in  the  form  of  higher  hospital  charges  or  higher  insurance  premiums. 

What  today's  hearing  will  demonstrate  is  that  while  HMOs,  hospitals,  health  care 
plans  and  consumers  have  been  working  to  force  competition  in  the  pharmaceutical 
marketplace,  drug  manufacturers  have  been  working  with  equal  effort  to  keep  prof- 
its spiraling  even  higher. 

One  mayor  trend  by  drug  meinufacturers  has  been  to  enter  the  generic  market. 
Years  ago,  brand-name  companies  would  have  scoffed  at  the  idea  of  manufacturing 
generic  versions  of  their  products.  Today,  facing  the  loss  of  billions  of  dollars  in  rev- 
enue to  generic  competition,  as  well  as  the  expiration  of  many  brand-name  patents 
by  the  end  of  the  decade,  many  companies  are  scurrying  to  offer  their  own  generic 
versions  of  drugs  they  manufacture. 

What  these  new  ventures  will  mean  for  drug  prices  is  still  unknown.  We  hope  it 
will  increase  generic  competition  so  that  consumers  have  more  lower-priced  drug 
substitutes  available  sooner.  However,  it  could  allow  brand-name  drug  manufactur- 
ers to  comer  the  market  so  that  other  generic  firms  find  it  too  risky  and  expensive 
to  compete,  thus  shutting  out  competition  and  driving  up  prices. 

Today  we  will  also  discuss  the  rash  of  mergers  and  acquisitions  that  has  been  tak- 
ing place  in  the  drug  industry.  Recently,  this  trend  toward  a  consolidated  industry 
has  Degun  to  pick  up  speed,  with  drug  manufacturers  buying  up  small  bio-tech  com- 
panies with  promising  new  therapies. 

A  mayor  merger  that  has  caught  the  attention  of  the  industry  and  federal  regu- 
lators is  the  proposed  acquisition  of  Medco  mail-order  drug  company  by  Merck  phar- 
maceutical company.  This  acquisition,  which  has  been  described  as  the  marriage  of 


the  "Tiffany  of  drug  makers"  with  the  "Wal-Mart  of  pills"  has  caused  antitrust  con- 
cerns and  raised  red  flags  throughout  the  drug  industry. 

Community  pharmacists  claim  that  the  merger  could  worsen  discriminatory  pric- 
ing practices.  Other  drug  manufacturers  question  if  they  would  continue  to  deal 
with  the  mail-order  company  after  it  merges  with  a  competing  manufacturer.  And 
some  question  whether  the  Merck-Medco  union  will  allow  the  drug  manufacturer  to 
exploit  the  prescription  drug  information  on  33  million  people  now  contained  in 
Medco's  data  bases  to  further  market  its  products. 

It  is  too  soon  to  conclude  whether  these  moves  to  consoUdate  the  drug  industry 
will  actually  stifle  or  enhance  competition.  Certainly  many  of  the  mergers  are  nec- 
essary to  keep  wefiker  companies  trom  failing.  However,  an  industry  already  prone 
to  monopolistic  tendencies  whose  prices  and  profits  have  continued  to  increase  de- 
spite marketplace  pressures,  must  be  monitored  very  carefully. 

Today's  hearing  will  give  us  an  opportunity  to  take  a  snapshot  of  an  industry  in 
transition  and  to  discuss  how  these  and  future  changes  may  affect  affbrdability  and 
access  to  life-saving  drugs.  .„    ^ 

Finally,  we  must  address  how  changes  in  the  industry  and  health  reform  will  af- 
fect launch  prices  on  new  breakthrough  therapies.  It  is  not  unusual  for  us  to  learn 
that  the  cost  of  a  new  drug  will  exceed  $10,000  a  year.  Since  experience  shows  that 
drug  prices  rarely,  if  every,  go  down  once  a  drug  is  on  the  market,  it  is  crucial  that 
we  explore  how  to  determine  whether  the  price  of  a  new  drug  is  reasonable. 

Mr.  Chairman,  since  many  of  the  msgor  health  are  reform  plans  would  provide 
coverage  for  prescription  drugs,  now  is  the  time  to  consider  the  ramifications  of  a 
more  consoUcwted  drug  industry.  Prescription  drug  coverage  by  Medicare  and  in  the 
standard  benefit  package  will  provide  great  relief  to  millions  of  Americans  who  now 
have  to  bear  exorbitant  drug  prices  out-of-pocket. 

But  increased  prescription  drug  coverage  may  make  consumers  even  less  price 
sensitive,  tempting  manufacturers  to  even  further  increase  drug  prices.  Neither  our 
federal  government  nor  the  overall  health  care  system  can  afford  to  absorb  even 
higher  drug  prices. 

As  we  try  to  make  drugs  more  affordable  for  both  consumers  and  the  overall 
health  care  system,  we  will  hear  threats  of  massive  lay-offs,  cutbacks  on  research 
and  development  for  new  drugs,  and  claims  that  drugs  are  keeping  down,  rather 
than  driving  up,  health  care  costs.  While  we  must  not  engage  in  price  controls  or 
overregulation,  consumers  for  far  too  long  have  been  held  hostage  to  high  drug 
prices.  It  is  crucial  that  we  address  this  problem  now  as  we  imdertake  comprehen- 
sive health  care  reform. 


Prepared  Statement  of  Senator  Bill  Bradley 

Thank  you,  Mr.  Chairman.  I  want  to  thank  you  for  calling  this  important  hearing. 
I  share  your  concern  for  ensuring  that  Americans  have  access  to  life-saving  prescrip- 
tion drugs.  Like  you,  I  also  want  to  ensure  that  we  retain  a  viable  pharmaceutical 
industry  in  order  to  generate  tomorrow's  life-saving  drugs. 

This  industry  will  play  a  vital  role  in  improving  the  health  of  our  nation.  It  will 
also  play  a  vital  role  in  controlling  health  care  costs;  quite  often  treatment  through 
drug  therapy  is  more  cost-effective  than  surgery  or  hospitalization.  For  that  reason, 
we  must  ensure  that  those  who  need  prescription  drugs  both  have  access  to  them 
and  can  afford  to  pay  for  them.  As  one  of  the  few  out-of-pocket  health  costs  that 
most  people  face,  keeping  drug  prices  affordable  must  be  a  key  goal  for  policy- 
makers. Like  you,  Mr.  Chairman,  I  am  concerned  when  I  hear  of  senior  citizens  hav- 
ing to  choose  between  paying  for  their  prescription  drugs  or  pajdng  for  their  heating 
bills.  Like  you,  I  have  nad  concerns  about  the  spiralling  costs  of  prescription  drugs. 
The  industry  must  continue  to  show  more  restraint  in  its  pricing  practices.  It  cannot 
be  allowed  to  uiyustifiably  profit  fi-om  the  illnesses  of  the  aged. 

For  that  reason,  when  mshioning  Health  Care  Reform,  it  will  be  important  to 
strike  a  fair  balance  between  maintaining  innovation  and  progress  in  pharma- 
ceutical research  and  development  and  ensuring  fair  access  to  the  consumer.  We 
must  not  veer  too  far  in  either  direction.  While  lower  prices  will  help  consumers  to 
be  able  to  afford  prescription  drugs  today,  we  also  need  to  ensure  that  they  will 
have  access  to  new  and  better  drugs  tomorrow.  I  look  forward  to  the  testimony 
today  to  help  clarify  these  concerns. 

Mr.  Chairman,  New  Jersey  is  the  home  to  a  number  of  major  pharmaceutical  com- 
panies. I  am  concerned  that  in  our  zeal  for  cost  containment  in  health  care  reform 
that  we  might  harm  the  competitiveness  of  one  of  our  few  world  class  industries. 
The  market  situation  facing  pharmaceuticals  is  becoming  more  complex  and  indeed 
more  competitive.  It  is  important  that  we  analyze  the  state  the  industry  is  in  today 
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before  we  go  too  far  down  the  path  of  government  intervention  in  the  commercial 
marketplace  tomorrow. 

Over  the  last  two  years,  m£gor  pharmaceutical  companies  have  announced  job  re- 
ductions totalling  30,250  employees — a  large  number  of  those  in  New  Jersey.  I  have 
met  with  many  of  those  workers,  Mr.  Chairman.  They  are  proud  of  the  work  they 
do  to  improve  and  protect  the  health  of  our  people,  and  justifiably  so. 

The  stock  value  of  the  13  pharmaceutical  companies  tracked  by  St£indard  and 
Poors  lost  $90  billion  in  meu-ket  value  over  the  18-month  period  ending  June  30, 
1993.  At  the  same  time,  the  annual  rate  of  increase  in  the  Bureau  of  Labor  Statis- 
tics' Producer  Price  Index  for  prescription  drugs  dropped  by  over  half:  from  9.5%  in 
1989  to  4.7%  in  the  year  enaing  with  the  second  quarter  of  1993.  This  is  simply 
not  the  same  industry  that  we  saw  during  the  1980s. 

I  beUeve  that  these  changes  reflect  not  only  a  more  competitive  industry  but  also 
the  market's  realization  that  the  President's  plan  contains  "tough  medicine"  for  the 
pharmaceutical  industry.  This  industry  is  in  a  period  of  upheaval.  New  consumer 
groups,  both  in  the  form  of  health  maintenance  organizations  and  preferred  pur- 
chase organizations,  are  altering  the  balance  of  power  in  the  industry.  Generic  pro- 
ducers are  continuing  to  make  inroads  into  the  market  share  of  name-brand  produc- 
ers. Merger  and  acquisition  activity  is  creating  a  new  breed  of  pharmaceutical  com- 
pany, competing  as  much  in  the  area  of  price  as  in  new  drug  development.  It  is  in 
this  environment  that  we  must  consider  Health  Care  Reform. 

I  believe  the  Administration's  plan  is  attempting  to  build  upon  these  forces,  rather 
than  supplant  them  with  a  wieldy  government  regulatory  structure.  The  President's 
plan  will  establish  a  Medicare  prescription  drug  benefit  for  the  first  time.  This  new 
program  will  require  not  only  a  sizable  rebate  to  the  Medicare  program,  but  will 
also  strongly  promote  the  use  of  lower-cost  generic  pharmaceuticals.  This  marks  a 
significant  expansion  of  the  current  Medicaid  rebate  program.  In  addition,  the  Presi- 
dent's plan  will  insure  that  all  pharmaceutical  purchasers  who  purchase  in  volume 
will  have  equal  access  to  price  discounts  or  price  concessions  provided  to  other  large 
purchasers.  This  will  furtner  shift  the  balance  of  power  between  producers  and  con- 
sumers. Finally,  the  Administration  will  for  the  first  time  review  the  launch  prices 
for  new  drugs  through  the  mechanism  of  a  Breakthrough  Drug  Committee.  The  net 
impact  of  these  proposals  will  be  to  further  constrain  the  growth  of  prescription 
drug  prices. 

Throughout  all  of  this,  I  just  hope  that  we  remember  that  maintaining  innovation 
in  this  marketplace  will  be  just  as  important  to  health  care  reform  as  keeping  prices 
low.  The  pharmaceutical  industry  spends  over  $10  billion  last  vear  on  research  and 
development.  This  research  may  very  well  provide  us  with  the  answers  to  AIDs, 
cancer,  Alzheimers,  Parkinsons,  and  other  illnesses  costing  our  health  care  system 
bilUons  each  year.  History  should  provide  us  with  a  lesson.  Of  the  twenty  top  killer 
diseases  in  1965,  our  nation  has  made  significant  progress  on  10.  Of  these  10,  phar- 
maceuticals played  a  central  or  important  role  in  8. 

Mr.  Chairman,  the  title  for  this  hearing  intri^ed  me — 'Is  competition  the  right 
prescription?"  If  not  competition,  then  what?  If  it  is  governmental  price  regulation, 
then  I  think  we  would  have  cause  to  worry.  Price  controls  will  significantly  reduce 
incentives  for  investment;  a  reduction  in  investment  will  reduce  funds  for  research; 
reduction  in  research  will  lead  to  fewer  innovations,  fewer  cures,  and  fewer  hopes 
for  many  Americans  who  are  counting  on  medical  breakthroughs  to  lengthen  their 
lives.  We  all  want  cost  containment.  But  it  must  not  come  at  the  cost  of  destroying 
innovation  in  one  of  our  most  valuable  industries. 


Prepared  Statement  of  Senator  Richard  Shelby 

Mr.  Chairman,  I  want  to  commend  you  and  your  staff  for  all  of  the  work  you  have 
done  in  preparing  for  today's  hearing  and  for  your  continued  efforts  on  behalf  of  the 
elderly.  I  also  would  like  to  thank  the  distinguished  panel  of  witnesses  for  coming 
forward  to  provide  this  Committee  with  some  valuable  insight  on  the  problem  before 
us. 

The  underlying  premise  of  this  hearing  is  that  the  pharmaceutical  marketplace 
is  not  working;  however,  many  individuals  differ  with  this  assessment.  I  am  hopeful 
that  this  hearing  will  answer  some  of  our  questions  regarding  the  effects  of  competi- 
tion and  market  forces  on  pharmaceutical  costs  under  health  care  reform. 

Health  industry  analysts  acknowledge  that  the  pharmaceutical  drugs  marketplace 
of  the  1990's  has  changed  significantly  from  that  of  the  1980's.  Factors  such  as  the 
growth  of  Health  Maintenance  Organizations  (HMO's),  competition  firom  generic 
drugs,  and  the  use  of  mail  order  pharmacies  have  stimulated  competition  in  the 
marketplace  resulting  in  big  reductions  in  drug  price  increases. 
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To  quote  an  excerpt  from  a  May  3rd  article  in  Fortune  magazine,  "No  matter 
what  happens  in  Washington,  market  forces  are  already  bringmg  the  lower  drug 
prices  that  politicians  and  consumers  seek.  Two  factors  have  converged  to  change 
the  prognosis  for  the  industry:  The  onset  of  managed  care  has  altered  demand,  and 
a  profusion  of  low-cost  alternatives  to  high-priced  drugs  has  increased  supply." 

I  beUeve  that  all  of  us  here  can  agree  that  the  pharmaceutical  industry  is  one 
of  America's  success  stories.  We  expect  and  rely  on  this  industry  to  discover  the  mir- 
acle drugs  we  need  to  treat  and  cure  us  of  terrible  diseases. 

I  am  particularly  concerned,  however,  that  the  Administration's  proposal  could  ad- 
versely affect  the  development  of  "breakthrough  drugs" — products  that  could  treat 
or  cure  such  dreaded  diseases  as  Alzheimer's  or  breast  cancer.  I  was  contacted  by 
constituents  and  many  other  individuals  regarding  this  issue.  Some  wanted  to  ap- 
pear before  this  Committee  today  to  testify  and  were  very  disappointed  that  their 
requests  were  denied;  however,  it  is  my  understanding  that  the  requests  to  testify 
were  so  overwhelming  that  the  Committee  simply  could  not  accommodate  all  of  the 
interested  parties.  It  is  my  further  understemding  that  persons  who  wanted  to  tes- 
tify, but  could  not,  will  be  allowed  to  submit  statements  for  the  Record.  I  want  to 
thank  the  Chairman  for  this  accommodation. 

I  would,  however,  like  to  express  some  of  my  concerns  and  those  raised  by  these 
constituents,  since  they  are  not  here  to  speak  for  themselves.  First,  I  am  concerned 
about  the  new  Medicare  drug  benefit  in  the  President's  proposal  that  would  allow 
the  Secretary  of  Health  and  Human  Services  (HHS)  to  determine  whether  break- 
through drug  products  are  priced  reasonably.  This  represents  an  unnecessary  inter- 
ference with  free  market  forces.  Where  will  a  bureaucrat  get  the  insight  to  deter- 
mine what  is  reasonable? 

I  believe  that  the  market  mechanisms  are  functioning  effectively,  so  that  break- 
through drug  development  is  encouraged  and  the  price  of  these  products  is  reason- 
able. There  is  no  evidence  that  the  market  exclusivity  of  the  breakthrough  drug 
manufacturer  has  resulted  in  drug  overprice.  In  fact,  the  annual  rate  of  drug  price 
increases  has  dropped  from  9.5  percent  in  1989  to  4.7  percent  in  the  second  qusirter 
of  1993. 

Breakthrough  drugs  could  prevent  hospitalization  and  long  stays  in  nursing 
homes.  'The  members  of  this  Committee  are  well-aware  of  the  importance  of  the 
mechanisms  which  keep  the  elderly  out  of  nursing  homes  and  hospitals  allowing 
them  to  lead  healthy  and  productive  lives.  The  Administration's  proposal  could  dis- 
criminate against  the  elderly  since  the  type  of  price  constraint  in  Medicare  is  tanta- 
mount to  the  elderly  receiving  less  effective  medical  coverage  than  other  Americans. 

Second,  because  of  the  many  risks  and  uncertainties  in  breakthrough  drug  devel- 
opment, there  is  real  concern  that  investors  wilj  abandon  these  innovative  projects 
for  more  attractive  ones  if  the  returns  are  not  commensurate  with  the  risks.  It  is 
my  understanding  that  the  Administration's  proposal  may  have  caused  some  inves- 
tors to  abandon  the  biotech  industry.  The  pnarmaceutical  industry  is  heavily  de- 
Eendent  upon  private  investment,  and  as  we  all  know,  money  will  always  seek  its 
est  return. 

Initial  public  offerings  of  biotechnology  firms  in  the  first  four  months  of  1993  fell 
63  percent  from  the  1992  period.  In  addition,  Dr.  Bob  Arnot  reported  during  the 
CBS  Evening  News  on  October  1,  1993,  that  four  of  the  nation's  leading  drug  com- 

Eanies  would  be  cutting  their  research  budgets  for  the  first  time  in  twenty  years 
ecause  they  feared  that  health  care  reform  would  not  cover  the  costs  of  developing 
expensive  new  drugs. 

Finally,  I  am  fearful  that  America  could  lose  its  leadership  position  in  the  devel- 
opment of  breakthrough  drugs  if  the  Administration's  proposed  policy  of  controlling 
the  price  of  breakthrough  drugs  is  implemented.  It  is  common  knowledge  in  the  bio- 
technology industry  that  Japan  hopes  to  dominate  the  industry  by  the  year  2000. 

Presently,  American  biotechnology  companies  have  developed  all  22  biotech  prod- 
ucts on  the  U.S.  market  and  Japan  has  not  developed  any.  However,  the  Japanese 
government  willingly  pays  a  pricing  premium  for  breakthrough  drugs  that  is  two 
to  three  times  higher  than  the  U.S.  price.  In  addition,  the  prices  of  older  pharma- 
ceuticals are  cut  annually  by  a  preset  formula  in  Japan  while  the  price  of  old  drugs 
in  the  U.S.  grows  with  the  rate  of  inflation. 

Obviously,  Japanese  companies  are  being  encouraged  and  rewarded  for  innova- 
tion. Under  the  Administration's  proposal,  American  companies  are  somewhat  pe- 
nalized for  innovation,  and  they  could  lose  virtually  all  economic  and  financial  in- 
centives to  continue  their  work  with  breakthrough  drugs.  Are  we  willing  or  ready 
to  allow  government  interference  to  undermine  the  competitive  position  of  American 
companies  in  an  industry  of  the  future? 

I  look  forward  to  hearing  the  responses  to  my  concerns.  Again,  I  want  to  thank 
the  witnesses  for  being  with  us  today.  I  urge  you  to  the  extent  possible  to  simplify 
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your  explanations  because  the  average  American,  and  especially  the  elderly,  wants 
to  understand  how  the  President's  plan  will  affect  drug  prices  and  the  availability 
of  new  drugs  in  the  future. 
Thank  you. 

QUESTIONS 

1.  How  has  the  pharmaceutical  drugs  industry  changed  during  the  last  3  to  10 
years?  What  precipitated  these  changes  and  what  has  bieen  the  impact  on  industry 
competition  and  consumer  prices? 

2.  What  short  and  long-term  impacts  will  health  care  reform  have  on  the  pharma- 
ceutical industry? 

3.  Is  there  an  objective  and  consistent  way  to  determine  if  breakthrough  drug 
prices  are  reasonable  or  excessive? 

4.  What  impact  would  government  price  constraints  have  on  the  development  of 
breakthrough  drugs? 

5.  Should  the  Japanese  model  for  providing  incentives  for  developing  break- 
through drugs  be  adopted  in  the  U.S.? 

6.  Are  there  antitrust  implications  of  mergers  and  acquisitions  in  the  pharma- 
ceutical industry  that  may  need  to  be  examined  by  the  Justice  Department  and  the 
Congress? 

7.  Since  U.S.  companies  have  developed  all  of  the  22  biotech  products  currently 
marketed  in  the  U.S.,  is  the  alleged  Japanese  threat  to  the  U.S.  companies  real  or 
imagined? 


Prepared  Statement  of  Senator  Herb  Kohl 

Mr.  Chairman,  I  first  of  all  want  to  commend  you  and  the  ranking  member.  Sen- 
ator Cohen,  for  calling  this  important  hesuing  today.  The  issue  of  where  prescription 
drugs  fit  in  under  health  care  reform  is  an  important  one,  especially  if  under  Presi- 
dent Clinton's  plan,  prescription  drugs  are  a  covered  benefit. 

Like  many  issues,  I  look  at  this  from  a  pubUc  policy  standpoint,  as  well  as  from 
my  vantage  point  as  a  businessman.  I  want  to  see  effective  prescription  drugs  avail- 
able to  all  .Aanericsins  who  need  them,  especially  our  aging  population.  I  also  want 
to  see  those  drugs  available  at  the  lowest  affordable  cost  possible. 

I  say  this  for  two  reasons.  First  access  is  a  function  of  cost.  If  the  drugs  are  avail- 
able, they  do  no  good  to  those  who  can't  afford  them.  Second,  if  we  are  to  include 
prescription  drug  benefits  under  health  care  reform,  then  cost  containment  becomes 
our  responsibility  if  taxpayers  are  footing  the  bill. 

Having  said  that,  I  know  we  have  to  proceed  cautiously.  As  a  businessman,  I 
would  rather  see  competition  in  the  marketplace  be  the  driving  force  to  keep  costs 
low.  Unfortunately,  results  are  mixed  at  this  point.  While  competition,  especially 
fi-om  generic  versions  of  drugs  has  helped  to  keep  some  costs  down,  it  isn't  always 
the  case. 

In  fact,  many  name  brand  drug  manufacturers  have  bought  or  opened  up  generic 
subsidiaries.  Other  companies  have  been  involved  in  recent  mergers.  In  many  re- 
spects its  too  early  to  tell  what  the  result  will  be.  But  if  the  largest  companies  are 
bu)dng  up  smaller  ones,  and  brand  name  manufacturers  are  also  in  the  generic  drug 
business,  then  how  much  true  competition  will  there  really  be?  What  incentives  will 
exist  to  keep  the  cost  of  prescription  drugs  down? 

Like  many  American  businesses,  some  of  the  recent  activity  amongst  drug  manu- 
facturers is  based  on  speculation  over  the  President's  proposed  health  care  reform. 
Many  in  the  health  care  field  are  trying  to  reposition  themselves  in  anticipation  of 
where  they  will  fit  in  imder  health  care  reform. 

As  a  businessman,  I  understand  that.  But  at  the  same  time,  I  feel  it's  very  impor- 
tant we  do  all  we  can  to  make  low  cost  prescription  drugs  available  to  all  who  need 
them.  The  whole  health  care  reform  debate  isn't  simply  about  medicine,  it's  about 
access.  Right  now,  many  of  the  people  most  in  need  of  health  care  in  this  country 
are  going  without,  simply  because  they  cannot  afford  it. 

It  is  my  hope  that  those  in  the  pharmaceutical  business  will  work  with  us  in  Con- 
gress in  the  spirit  of  cooperation.  I  would  much  rather  see  market  forces  keep  prices 
down,  without  the  need  for  additional  Federal  regulation. 

I  look  forward  to  the  witness  testimony  and  once  again,  Mr.  Chairman,  I  want 
to  thank  you  for  holding  this  hearing. 
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Prepared  Statement  of  Senator  Larry  Pressler 

Mr.  Chairman,  thank  you  for  conducting  today's  hearing.  Given  the  increased  at- 
tention to  health  care  on  the  national  agenda,  this  topic  is  timely  and  of  importance 
to  our  nation's  senior  citizens. 

During  the  last  12  years,  prescription  drug  prices  have  increased  some  123  per- 
cent. This  compares  to  the  general  mflation  rate  of  68  percent.  The  cost  of  medical 
care  increased  some  106  percent  during  the  same  time  period.  Clearly,  prescription 
drug  prices  are  increasing^ at  a  disproportionate  rate. 

In  my  state  of  South  Dakota,  semor  citizens  make  up  nearly  19  percent  of  the 
population.  Nationwide,  seniors  represent  about  12.1  percent  of  the  population.  Yet 
seniors  consume  more  than  one-third  of  all  prescription  and  over  the  counter  drugs. 
Clearly,  drug  price  increases  disproportionately  impact  the  senior  population. 

According  to  the  Pharmaceutical  Economics  Research  Center  at  Purdue  Univer- 
sity, the  wholesale  cost  of  drugs  rose  77%  between  1982  and  1987.  The  increase  in 
the  cost  of  filling  prescriptions  imposed  by  local  pharmacists,  rose  9%  during  the 
same  time  period.  What  can  we  conclude?  The  Uon  s  share  of  prescription  drug  price 
increases  are  the  result  of  the  drug  companies — not  the  local  pharmacy.  Thus,  our 
efforts  here  in  Congress  should  center  on  how  to  reduce  the  costs  at  the  manufac- 
turer level. 

Nearly  8%  of  all  health  costs  are  spent  on  prescription  drugs.  Meaningful  health 
care  reform  must  include  reform  of  the  pharmaceutical  industry. 

We  all  agree  that  something  must  be  done  to  contain  the  spiraling  costs  of  pre- 
scription drugs.  The  various  health  care  reform  proposals  attempt  to  address  these 
problems.  In  short,  there  are  two  basic  approaches.  The  first,  is  government  regula- 
tion and  the  establishment  of  price  controls.  The  other  approach,  is  to  make  changes 
in  the  market  system  to  increase  competition.  I  prefer  the  latter  option. 

I  wish  I  could  sit  here  today  and  say  that  market  forces  have  kept  prescription 
drug  prices  down.  We  know  that  is  not  the  case.  However,  I  believe  reform  still 
must  be  market  and  consumer  driven.  In  the  long  run  this  approach  would  be  more 
effective  than  government  control  of  the  industry. 

Reform  must  conteiin  several  essential  items.  First,  we  must  achieve  meaningful 
reform.  At  least  10%  of  health  costs  can  be  attributed  to  lawsuits,  malpractice  insur- 
ance premiums  and  defensive  medicine.  Perhaps,  we  all  chuckled  last  year  when  we 
read  about  the  individual  who  sued  a  drug  manufacturer  because  he  killed  someone 
after  taking  a  sleeping  bill.  The  problem  is  there  are  countless  suits  just  as  ridicu- 
lous, and  the  financial  bottom  line  is  nothing  to  laugh  at.  We  must  put  a  stop  to 
these  firivolous  suits. 

Second,  we  must  streamUne  the  process  for  drug  companies  to  get  a  patent.  Com- 
panies spend  an  estimated  $230  million  on  the  development  of  a  drug  and  in  getting 
a  patent.  Ultimately,  consumers  pick  up  these  costs. 

In  addition,  we  must  not  overlook  rural  areas.  Many  large  drug  compemies  are 
working  with  insurance  companies  to  give  discount  rates  to  certain  pharmacies  and 
hospitals.  However,  certain  geographic  areas  should  not  be  excluded.  Discounts 
should  be  extended  to  all  providers.  In  South  Dakota,  we  have  pharmacies  in  each 
of  our  counties.  However,  when  one  insurance  company  offered  aiscounted  prices  to 
"participating  pharmacies"  only  19  of  the  69  counties  had  pharmacies  that  could 
participate.  This  is  not  fair. 

These  are  the  basic  problems,  and  with  continued  discussions  I  hope  we  can  ar- 
rive at  solutions  that  will  mean  lower  prices  for  consumers. 

I  look  forward  to  hearing  from  the  witnesses. 


Prepared  Statement  of  Senator  Alan  K.  Simpson 

I  want  to  thank  the  co-chairmen  of  the  Aging  Committee,  Senators  Piyor  and 
Cohen,  for  holding  this  hearing  on  prescription  drug  pricing  in  the  marketplace.  We 
are  about  to  begin  a  debate  on  the  most  important  public  policy  issue  since  the  New 
Deal — health  care  reform.  I  think  it  is  very  important  for  this  committee  to  examine 
drug  price  competition  in  the  context  of  health  care  reform.  In  addition,  much  has 
happened  in  the  industry  since  our  last  hearing.  I  beUeve  it  is  necessary  to  examine 
the  changes  going  on  in  the  industry  including  the  recent  merger  and  acquisition 
trend — in  particular,  how  will  these  mergers  affect  drug  price  competition — along 
with  the  recent  trend  of  layoffs  and  downsizing  within  the  industry. 

I  understEuid  this  hearing  will  focus  on  the  ability  of  competition  and  market 
forces  to  contain  prescription  drug  costs  under  any  new  health  care  system,  and  in 
particular,  the  effectiveness  of  market  forces  in  assuring  that  "breakthrough  drugs" 
are  reasonably  priced.  With  that  in  mind,  I  was  somewhat  surprised  to  discover  that 
biotechnology  company  representatives  and  the  trade  association  representing  the 
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biotech  industry  were  denied  a  chance  to  testify  in  order  to  respond  to  my  good 
fiiend  Senator  Pryor's  statement,  made  in  a  committee  announcement  of  our  hear- 
ing, that  he  is  "not  convinced"  tnat  particular  breakthrough  drugs  (and  he  named 
them  by  product  name)  are  not  reasonably  priced.  The  biotechnology  industry  is  the 
leader  within  the  industry  for  breakthrough  drugs,  and  I  believe  it  is  a  serious  omis- 
sion to  not  have  them  testifying  before  us  today.  I  know  enough  about  my  colleague 
of  the  Senate  class  of  1978  that  we  would  not  do  that  intentionally. 

I  have  never  been  known  as  a  defender  of  the  pharmaceutical  or  biotechnology 
industries;  however,  I  know  that  as  a  matter  of  basic  fairness,  a  company  should 
be  permitted  to  publicly  respond  to  a  colleague's  statement  that  the  company's  prod- 
uct is  "overpriced."  I  know  David  Pryor  would  want  that  too.  Certainly,  the  mem- 
bers of  the  Aging  Committee  could  better  evaluate  the  reasonableness  of  your  con- 
cerns if  both  sides  were  to  have  an  opportunity  to  present  their  views  (When  I  held 
immigration  hearings,  I  said,  "Bring  me  your  tougnest  witness  on  the  other  side."). 

It  has  been  stated  many  times  before  that  drugs  only  constitute  7%  of  the  health 
care  budget  with  breakthrough  drugs  constituting  only  3%  of  that  7%.  Focusing  on 
and  reducing  these  costs  appears  to  offer  little  potential  for  health  csu-e  savings.  In 
addition,  studies  have  shown  that  pharmaceuticals  actually  produce  big  savings  in 
health  care  costs  by  cutting  down  on  hospital  stays. 

Price  controls  and  even  the  creation  oi  the  Breakthrough  Drug  Committee,  as  de- 
scribed in  the  Clinton  plan,  could  jeopardize  continued  investment  in  breakthrough 
drugs  that  have  the  potential  to  both  improve  health  care  outcomes  and  lower 
health  care  costs.  Under  the  Clinton  plan,  a  Breakthrough  Drug  Committee  would 
be  charged  with  reviewing  the  prices  of  only  those  new  drugs  which  evidence  sug- 
gests are  priced  "excessively."  Tne  committee  would  then  provide  information  to  all 
purchasers  about  whether  tne  manufacturer  was  charging  an  "excessive"  price. 

There  is  no  question  that  many  of  these  breakthrough  drugs  are  extremely  expen- 
sive. However,  one  must  examine  the  reasons  behind  this  pricing.  For  many  of  these 
drugs,  the  high  cost  of  manufacturing  adds  to  the  already  high  research  and  devel- 
opment costs  because  these  drugs  generally  serve  a  very  small  patient  population. 
For  example,  there  are  only  1,000  patients  suffering  from  Gaucher  disease  world- 
wide who  currently  receive  the  drug  "ceredase,"  which  is  manufactured  by  the 
Genzyme  Corporation.  The  economies  of  scale  do  not  exist  for  manufacturers  of 
products  with  patient  populations  this  small.  In  addition,  breakthrough  drugs  gen- 
erally use  vast  (][uantities  of  expensive  and  difficult  to  obtain  raw  materials  such  as 
fetal  tissue.  Initially,  Genzyme  like  many  other  biotech  companies  was  the  only  com- 
pany manufacturing  "Ceredase."  Because  of  this,  it  is  easy  to  argue  that  a  company 
could  charge  "an)i;hing  it  wants"  because  the  drug  has  no  competition  in  the  mar- 
ketplace. However,  a  good  number  of  these  products  have  been  priced  below  the 
price  suggested  by  typical  pharmaceutical  industry  margins.  In  addition,  most  of 
these  companies  offer  their  products  free  of  charge  under  "compassionate  care"  poli- 
cies to  persons  who  cannot  afford  them  or  to  persons  who  are  not  insured. 

In  closing,  I  remain  concerned  about  whether  price  regulation  including  a  drug 
committee  that  reviews  prices  of  new  drugs  could  be  counterproductive.  By  essen- 
tially blacklisting  particular  products,  the  Government  could  discourage  investors 
from  seeing  breakthrough  drug  development  as  an  investment  capable  of  reaping  re- 
turns that  are  commensurate  with  the  risks.  We  will  have  to  seriously  consider  the 
consequences  of  altering  market  mechanisms  by  imposing  price  control  regulation 
on  new  drugs  or  we — as  a  society — may  not  be  able  to  continue  to  benefit  from 
breakthrough  drugs.  Already,  industry  representatives  have  stated  that  half  of  all 
biotech  companies  will  run  out  of  research  money  within  two  years  because  most 
private  investors  abandoned  the  industry  earlier  this  year  when  President  Clinton 
initially  proposed  capping  drug  prices.  In  addition,  the  biotech  industry  lost  $3.6  bil- 
lion last  year.  If  this  continues  to  occur,  it  could  translate  directly  into  less  research 
on  untreatable  diseases  such  as  Alzheimer's,  cancer,  and  AIDS.  Only  incremental 
research  will  be  performed,  leading  to  more  "me-too"  products  in  the  marketplace. 
Ultimately,  patients  will  be  the  ones  who  will  suffer  most  from  price  regulation  on 
drugs,  particularly  breakthrough  drugs  because  new  and  innovative  therapies  will 
not  be  available  for  the  people  who  desperately  need  them. 

We  must  be  very  careful  nere. 

The  Chairman.  Senator  Cohen,  thank  you. 

I  would  like  to  state  for  the  record  that  no  committee  in  the  U.S. 
Senate  enjoys  a  better  working  relationship  or  more  cooperation 
than  we  have  in  the  Special  Committee  on  Aging  between  its  chair- 
man and  vice  chairman,  its  ranking  member,  and  all  the  members 
of  the  Committee  with  relationship  to  trying  to  do  what  we  believe 


15 

to  be  the  common  good  in  the  work  for  the  elderly  people  of  Amer- 
ica. 

I  want  to  thank  my  colleague,  Senator  Cohen,  for  his  wonderful 
commitment  and  his  cooperation  that  we  have  enjoyed  these  years 
of  serving  together. 

Senator  Bums. 

STATEMENT  OF  SENATOR  CONRAD  BURNS 

Senator  Burns.  Thank  you,  Mr.  Chairman. 

I  want  to  congratiilate  you.  I  want  to  associate  myself  with  your 
statement  that  we  certainly  have  tried  as  a  concerted  effort  among 
the  members  of  this  Committee  to  do  what  we  think  is  right.  I 
want  to  congratulate  you  and  thank  you  for  holding  these  hearings. 

I  get  a  lot  of  my  advice  from  my  84-year-old  mother.  She  csJls 
about  once  or  twice  a  week  with  regard  to  health  care  and  prescrip- 
tion drugs  and  this  type  of  thing. 

This  is  going  to  be  an  ongoing  debate — not  only  this  area  of 
health  care  reform,  but  other  areas,  as  soon  as  we  get — I  would 
imagine — the  North  American  Free  Trade  Agreement  off  the  front 
pages  of  the  papers  and  get  on  with  this  business  of  health  care 
reform. 

So  I  am  certain  that  in  health  care  reform  we  may  have  varying 
views  on  how  to  proceed  with  this  industry.  I  am  grateful  to  have 
a  chance  to  hear  from  a  distinguished  panel  of  experts  and  from 
the  number  of  folks  and  companies  that  requested  to  testify  and 
yet  have  been  turned  down  as  witnesses  in  this  hearing,  due  to  the 
mere  lack  of  time.  It  is  clear  that  this  issue  has  great  importance. 

Actually,  I  would  have  hoped  that  since  we  are  talking  about 
breakthrough  drugs,  we  would  have  asked  a  biotech  company  or  a 
trade  association  to  testify.  They  are  an  important  component  of 
this  drug  research  and  development  and  as  a  matter  of  fact  share 
many  products  that  we  are  discussing.  They  feel  the  impact  of  drug 
pricing  just  as  much  on  their  industry,  if  not  more,  than  on  the 
pharmaceutical  companies. 

We  have  19  biotech  companies  in  Montana.  Though  I  don't  want 
to  get  into  a  huge  discussion  about  this  segment  of  the  industry, 
they  are  doing  some  of  the  most  innovative,  creative,  and  life-sav- 
ing work  I  have  heard  of  working  toward  cures  of  AIDS  and  Alz- 
heimer's, osteoporosis,  heart  disease,  and  more.  This  research  is 
risky;  it  is  expensive;  and  yet  it  has  the  potential  to  save  not  only 
money  but  hves. 

Price  controls  threaten  this  kind  of  innovative  research.  The 
more  innovative  the  product,  the  riskier  the  research;  the  riskier 
the  research,  the  greater  the  return  needed  to  attract  investors.  A 
focus  on  price  alone  is  an  ineffective  way  to  achieve  genuine  cost 
containment  or  genuine  reform  because  it  discourages  the  innova- 
tive research  that  will  produce  high  quaUty  health  care  for  the  fu- 
ture. We  must  dwell  on  the  word  "quality." 

But  there  is  more  to  this  hearing  than  just  the  impact  of  drug 
pricing  on  the  biotech  industry.  We  need  to  look  at  the  pharma- 
ceutical industry  as  a  whole.  I  think  it  is  important  to  point  out 
the  progress  that  has  been  made  in  recent  yesirs  as  far  as  price 
index  and  prescription  drugs  go. 
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In  1991,  we  are  told  that  the  inflation  of  drug  prices  was  9.4  per- 
cent. By  June  1993,  they  had  reduced  that  inflation  to  3.6  percent, 
but  I  would  imagine  that  hearings  of  this  kind  probably  had  some- 
thing to  do  with  that. 

It  is  my  understanding  that  at  this  point  they  are  actually  level 
with  inflation  in  general  retail.  And  this  does  not  include  generic 
drugs. 

This  is  largely  due  to  the  company's  commitment  to  keep  prices 
down  within  a  couple  of  years  and  the  competitive  forces  that  are 
impacting  the  expanding  marketplace — HMOs,  mail  order  phar- 
macies, hospital  buying  groups,  and  so  on  and  so  forth. 

We  have  all  heard  the  figures  about  the  cost  of  bringing  one  drug 
to  market.  The  Office  of  Technology  Assessment  puts  that  aroiind 
$359  million  in  1990,  That  doesn't  take  into  accoimt  the  many  fail- 
ures along  the  way  or  the  fact  that  only  one-third  of  the  drugs 
launched  earn  enough  to  recover  even  the  R&D  costs.  And  profits 
are  declining. 

Instead  of  trjdng  to  stifle  an  innovative  and  successful  industry 
to  cut  costs  in  health  care,  let's  address  the  problem  fi*om  a  dif- 
ferent perspective.  It  is  an  out-of-pocket  cost  and  therefore  it  is  felt 
by  patients  more  than  other  services  which  are  covered  by  a  third 
party. 

Let's  look  at  the  coverage  of  prescription  drugs.  I  am  particularly 
concerned  with  a  provision  of  the  Heedth  Security  Act  which  allows 
the  Secretary  of  HHS  to  deem  prices  unreasonable  and  therefore 
not  reimbursable  by  Medicare.  I  can  only  see  this  as  detrimental 
to  our  elderly. 

I  have  a  number  of  questions  for  our  witnesses,  Mr.  Chairman, 
so  instead  of  taking  up  any  more  time  in  expressing  my  concerns, 
I  will  address  the  appropriate  witness. 

Again,  Mr.  Chairman,  I  appreciate  your  dedication  in  examining 
this  vital  role  of  pharmaceuticals.  We  have  visited  about  it  many, 
many  times.  And  yes,  I  think  there  is  need  of  reform  and  some 
problems  to  be  solved.  Whichever  way  we  approach  it,  I  think  we 
can  get  to  the  bottom  of  it  so  that  it  will  be  best  for  the  pharma- 
ceutical companies,  and  our  R&D  industry,  our  quality  of  care  in 
this  country,  and  also  what  is  best  for  our  number  once  concern 
here,  the  elderly  of  America. 

I  look  forward  to  these  hearings  and  thank  you  very  much. 

The  Chairman.  Senator  Bums,  we  thank  you. 

Senator  Grassley. 

STATEMENT  OF  SENATOR  CHARLES  GRASSLEY 

Senator  Grassley.  For  the  last  12  months,  the  "buzz  word" 
around  Washington  has  been  managed  competition.  Many  of  our 
discussions  and  debates  have  been  focused  on  the  extent  of  com- 
petition in  the  health  care  marketplace  and  whether  an  increase  in 
competition  will  contain  costs  and  simultaneously  increase  access 
to  care.  This,  of  course,  is  the  foundation  of  most  of  the  health  care 
reform  proposals  debated  today.  However,  the  extent  to  which 
these  proposals  rely  on  real  competition  can  vary  widely. 

So  it  is  fitting  that  we  examine  the  pharmaceutical  marketplace 
to  determine  the  degree  to  which  competition  exists.  Many  argue 
that  competition  does  not  and  cannot  work  in  this  market  and  that 
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price  controls  are  needed.  Others  contend  that  the  industry  has 
been  responding  to  market  forces,  especially  over  the  last  few 
years.  Evidence  indicates  that  the  state  of  the  industry  today  re- 
flects recent  market  pressures.  I  hope  that  after  this  hearing  we 
will  have  a  better  sense  of  how  the  market  works  and  how  Govern- 
ment intervention  can  affect  prices,  access  to  drugs,  and  most  im- 
portantly, future  discoveries. 

As  we  look  at  the  pharmaceutical  marketplace,  we  £ire  faced  with 
two  potentially  conflicting  goals:  one,  to  ensure  access  to  affordable 
drugs;  and  two,  to  preserve  and  nurture  our  pharmaceutical  indus- 
try, which  is  recognized  as  a  world  leader,  I  applaud  the  Presi- 
dent's initiatives  to  include  a  prescription  drug  benefit  for  the  Med- 
icare program  and  as  part  of  the  basic  benefit  package.  For  too 
long,  the  elderly  have  been  vulnerable  to  prescription  drug  costs. 
Some  have  even  had  to  make  difficult  choices  between  medicine 
and  other  household  expenses. 

However,  the  dynamics  of  the  pharmaceutical  industry  is  unique. 
These  companies  take  enormous  risk  in  the  development  and  dis- 
covery process.  For  every  5,000  compounds  tested,  only  one  will 
make  it  to  the  msu-ketplace.  Drug  prices  must  reflect  these  invest- 
ment failures  as  well  as  future  discovery  and  development  invest- 
ments. But  despite  these  investment  costs,  the  pharmaceutical  in- 
dustry still  depends  more  on  R&D  relative  to  the  sales  than  any 
other  U.S.  industry  except  computers.  This  heavy  investment  in 
R&D  has  given  us  many  life-saving  therapies.  It  has  also  made  the 
U.S.  pharmaceutical  industry  the  world's  leader. 

Despite  the  industr/s  past  prominence,  there  is  evidence  that 
the  industry  has  been  responding  to  recent  political  and  market 
forces.  The  expansion  of  managed  care,  the  use  of  formularies,  ge- 
neric substitutions,  drug  utilization  reviews,  and  rebates  have  pres- 
sured the  industry  to  control  and  contain  prices.  Mr.  Chairman,  17 
companies  have  voluntarily  restrained  prices  to  the  rate  of  infla- 
tion. Consequently,  their  revenues  have  dropped.  However,  the  in- 
dustry has  not  curbed  its  R&D  investment  and  what  I  consider  a 
major  responsibility  to  society.  But  in  order  to  maintain  this  invest- 
ment with  less  revenue,  the  industry  has  been  forced  to  cut  jobs. 
According  to  a  recent  Price  Waterhouse  study,  which  I  submit  for 
the  record,  the  industry  has  cut  more  than  30,000  jobs  over  the  last 
3  years.  Just  a  month  ago  three  companies  announced  lay-offs  of 
more  than  7,000  jobs.  To  me,  this  is  an  indication  of  a  difficult  and 
competitive  market  environment. 

There  are  other  indications  that  the  industry  has  been  respond- 
ing to  the  market.  The  level  of  Wall  Street  investment  is  a  reUable 
indicator  of  market  strength  or  weakness.  Drug  stocks  have  per- 
formed poorly  over  the  last  2  years,  dropping  22  percent  in  1992 
alone. 

We  cannot  talk  about  the  pharmaceutical  marketplace,  however, 
without  some  discussion  of  the  biotech  industry.  Biotechnology  will 
be  a  source  of  most  future  innovations.  However,  biotech  companies 
fiind  research  and  development  exclusively  by  equity  investment. 
Venture  capitahsts  have  shied  away  fi*om  these  former  darlings  of 
Wall  Street.  In  the  first  8  months  of  this  year,  biotech  companies 
were  able  to  raise  only  a  fourth  of  the  amount  spent  in  this  same 
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period.  Wall  Street's  reluctance  to  invest  in  biotech  industry  is  wor- 
risome to  me. 

I  can  give  you  a  very  recent  example  of  this  kind  of  predicament 
because  it  involves  the  University  of  Iowa.  This  fall,  Genzyme  Cor- 
poration and  the  University  of  Iowa  conducted  the  first  successful 
clinical  trial  of  cystic  fibrosis  gene  therapy.  This  is  an  exciting  first 
step  toward  developing  a  treatment  for  this  deadly  disease. 
Genzyme  had  raised  $100  million  2  years  ago  to  conduct  this  trial. 
Unfortunately,  the  company  has  stated  that  it  will  be  hard  pressed 
to  raise  even  half  that  amount  in  the  current  investment  climate. 
Yet  the  company  will  have  to  make  a  total  investment  exceeding 
$400  million  to  bring  this  product  to  market. 

These  dramatic  changes  in  the  marketplace  have  taken  place 
only  over  the  last  couple  of  years.  So  it  is  important  that  we  do  not 
lose  sight  of  our  goal.  We  need  to  ensure  access  to  affordable  thera- 
pies, but  we  must  not  enact  policies  that  will  stifle  innovation, 
whether  through  economic  pressures  or  lost  incentives.  We  must 
exercise  caution. 

Not  a  day  goes  by  when  we  don't  hear  about  important  break- 
throughs. For  instance,  advances  in  diabetes  have  filled  the  news 
over  the  last  2  weeks.  We  mustn't  come  in  the  way  of  these  ad- 
vancements and  other  important  medical  advances. 

I  yield  the  floor. 

The  Chairman.  Thank  you.  Senator  Grassley. 

I  wiU  have  a  comment  in  a  moment  on  some  of  the  suggestions 
and  some  of  the  comments  you  made. 

Senator  GRASSLEY.  Certainly. 

The  Chairman.  Our  next  Senator,  I  believe,  in  order  of  appear- 
ance, is  Senator  Reid. 

Senator  Reid,  we  welcome  you  this  morning. 

STATEMENT  OF  SENATOR  HARRY  REID 

Senator  Reid.  Thank  you,  Mr.  Chairman. 

The  Aging  Committee  has  held  several  hearings  on  this  subject 
in  the  past  and  introduced  legislation  to  bring  down  the  cost  of 
drugs  for  State  and  Medicare  programs.  One  of  the  most  important 
was  an  amendment  offered  by  you,  Mr.  Chairman,  which  I  joined. 
Even  though  we  were  on  the  losing  end  of  that  amendment,  I  think 
it  sent  a  message  to  the  pharmaceutical  industry  that  we  are  seri- 
ous about  keeping  costs  down. 

But  despite  the  attention  and  study  of  the  Committee  on  this 
issue,  increases  in  prescription  drug  prices  continue  to  far  exceed 
the  general  rate  of  inflation.  In  fact,  prescription  drug  prices  have 
increased  faster  than  the  inflation  rate  for  all  other  medical  serv- 
ices. That  says  it  all. 

Further,  the  Federal  Government  spends  billions  of  dollars  each 
year  to  support  drug  research  development  at  NIH.  I  think  this  is 
good  that  we  do  this.  Americans  and  law-makers  have  been  focus- 
ing much  energy  and  attention  to  the  issue  of  health  care  reform 
with  the  proposals  that  have  been  initiated  by  the  President  and 
by  Senator  Chafee. 

I  am  committed — as  are  many  of  the  other  members  of  this  com- 
mittee— to  providing  accessible  and  affordable  health  care  for  all 
Americans.  Included  in  this  debate  is  a  proposal  for  universal  pre- 
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scription  drug  benefits.  I  support  the  intent  of  this  element  of  the 
health  care  reform  package  submitted  by  the  President.  I  am  inter- 
ested to  learn  the  views  of  the  paneUsts  on  the  effect  of  this  benefit 
on  prescription  drug  prices  and  current  market  competition. 

We  must  allow  Americans  access  to  affordable  prescription  drugs. 

I  have  reviewed  the  testimony,  Mr.  Chairman,  of  the  witnesses. 
I  am  especicdly  interested  in  the  testimony  from  the  Office  of  Tech- 
nology Assessment,  especially  the  problem  of  breakthrough  drugs. 
I  thmk  it  is  important  that  we  focus  on  that  and  recognize  that  we 
must  continue  research  for  innovative  ways  to  make  people  feel 
better  and  cure  people.  Abbey  Meyers  of  the  National  Organization 
for  Rare  Disorders — I  think  her  testimony  is  exciting  and  pro- 
bative. 

Mr.  Chairman,  as  it  currently  stands,  many  Nevadans — espe- 
cially seniors — can't  afford  the  medicine  they  require,  I  look  for- 
ward to  working  with  the  members  of  this  Committee  as  we  de- 
velop and  debate  next  year  on  health  care  reform  and  look  to  these 
witnesses  today  to  give  us  some  direction  as  to  how  this  debate 
should  proceed. 

The  Chairman.  Senator  Reid,  we  thank  you. 

I  would  like  to  say — because  two  or  three  of  our  colleagues  have 
mentioned  it  in  the  course  of  their  opening  statements — that  all 
people  did  not  get  to  appear  today  at  the  hearing.  In  the  opening 
statements  of  Senator  Cohen  and  myself,  we  mentioned  the  di- 
lemma we  had  because  of  various  groups  and  individuals  wanting 
to  testify.  Our  schedule  simply  would  not  accommodate  it. 

Senator  Cohen  also  mentioned  in  his  opening  statement  that  this 
is  the  first  in  a  series  of  hearings  on  this  particular  issue  of  wheth- 
er competition  helps  in  controlling  the  spiraling  cost  of  drugs.  As 
we  go  through  next  year  plowing  through  not  only  the  President's 
health  care  plan,  but  also  other  health  care  plans  that  have  been 
and  will  be  presented  during  the  course  of  next  yesir  in  this  health 
care  debate — ^we  are  going  to  invite  as  many  groups  and  as  many 
individuals  as  possible  to  come  forward. 

But  today's  focus  is  on  basically  the  global  issues  at  hand.  Once 
again,  we  apologize  to  these  groups  who  could  not 

Senator  Reid.  Would  the  chairman  yield? 

The  Chairman.  Yes. 

Senator  Reid.  I  think  you  and  Senator  Cohen  are  to  be  com- 
mended. I  am  surprised,  quite  fi*ankly,  that  we  would  have  a  hear- 
ing with  four  panels  today. 

The  Chairman.  I  am,  too.  In  fact,  in  a  few  moments,  we're  all 
going  to  have  leave  £ind  go  vote  and  then  run  back  over  here. 

Senator  Reid.  Yes,  we  are  winding  down  and  there  will  be  a  lot 
of  votes  today. 

I  commend  you  and  Senator  Cohen  for  having  this  hearing  and 
going  into  the  depth  that  you  are.  I  think  you  should  be  com- 
mended rather  than  criticized. 

I  look  forward  to  the  other  hearings  that  will  be  held  on  this  sub- 
ject. 

The  Chairman.  Senator  Reid,  thank  you. 

One  of  the  reasons  Senator  Cohen  and  I  decided  to  go  through 
with  this  is  that  we  feel  that  we  may  be  adjourning  next  week  be- 
fore Thanksgiving  and  won't  be  back  until  January.  We  wanted 
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this  issue  out  there  among  the  AmericEin  pubHc  and  among  health 
care  specialists  to  be  debated  during  this  time.  We  want  to  place 
the  issue  on  the  table  for  this  debate. 

That  is  why  we  decided  to  go  forward,  even  though  it  is  going 
to  inconvenience  a  lot  of  people  as  we  go  back  and  forth  with  vot- 
ing. 

Thank  you  for  your  comments,  Senator  Reid. 

Senator  Specter. 

STATEMENT  OF  SENATOR  ARLEN  SPECTER 

Senator  Specter.  Thank  you,  Mr.  Chairman. 

At  the  outset,  I  commend  both  the  chairman  and  the  vice  chair- 
man for  their  leadership  on  this  important  subject,  and  note — as 
Senator  Reid  did — an  earlier  amendment  which  was  backed  by  the 
chairman  and  the  vice  chairman  on  ehminating  the  tax  breaks  for 
companies  doing  business  in  Puerto  Rico  when  the  cost  of  pharma- 
ceuticals exceeded  the  consumer  price  index.  I  joined  in  that  vote, 
although  it  was  defeated  61  to  36.  It  seemed  to  me  that  in  a  con- 
text where  the  market  is  really  critical,  a  market  advantage  should 
not  be  given — or  tax  break — if  the  consumer  price  index  was  ex- 
ceeded. 

It  would  also  seem  to  me  that  with  only  a  vote  of  36,  there  need- 
ed to  be  some  greater  awareness  in  oxir  Senate  about  the  impor- 
tance of  this  issue.  So  we  now  follow-up  on  that  with  these  he£ir- 
ings. 

But  just  as  I  had  expressed  my  view  that  a  market  preference 
should  not  be  given  to  pharmaceutical  companies  which  exceed  the 
consumer  price  index,  at  this  point,  I  want  to  join  my  colleagues 
who  have  expressed  concern  about  abandoning  a  market  to  price 
controls  in  a  context  where  research  is  so  vital  on  the  development 
of  new  pharmaceutical  products  which  have  been  enormously  help- 
ful in  breakthroughs  on  cancer,  diabetes,  Alzheimer's,  and  heart 
disease,  problems,  just  to  name  a  few. 

I  worked  on  that  problem  with  some  intensity  along  with  Senator 
Harkin,  who  is  chairman  of  the  Appropriations  Subcommittee  on 
Labor,  Health  and  Human  Services,  and  Education  where  we  have 
maintained  increases  in  research  for  the  National  Institutes  of 
Health.  I  think  we  must  be  very  cautious  about  price  controls 
which  are  going  to  impede  incentives  in  an  industry  which  has 
done  so  much  to  improve  the  health  of  Americans  and  the  health 
people  worldwide. 

I  note  that  early  on  the  President  annoimced  that  there  would 
not  be  price  controls.  I  saw  him  say  that  on  a  news  clip  and  a  day 
or  two  later  the  Secretary  of  Health  and  Human  Services,  Sec- 
retary Shalala,  said  that  new  drugs  would  not  be  permitted  by  her 
Department  if  the  cost  was  excessive.  We  are  now  in  the  midst  of 
a  period  of  examination  and  determination  as  to  what  the  new 
health  care  bill  will  provide.  I  note  that  all  members  of  this  com- 
mittee and  all  Members  of  both  Houses  are  committed  to  reform 
the  hesdth  care  system.  Most  of  us  are  committed  to  provide  com- 
prehensive health  care  for  all  Americans  and  to  do  our  utmost  to 
see  that  costs  are  contained. 

But  how  we  do  that  is  extremely  important.  The  pharmaceutical 
industry  has  made  a  tender  to  have  voluntary  price  controls.  The 
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chairman  has  noted  that  although  the  tender  has  been  made,  they 
have  not  been  forthcoming  in  making  good  on  that  offer, 

I  beUeve  that  question  must  be  pursued.  I  come  from  a  State 
which  has  an  enormous  number  of  senior  citizens  laboring  under 
the  impact  of  heavy  pharmaceutical  costs.  But  my  State  also  has 
an  enormous  number  of  pharmaceutical  companies  which  are  en- 
gaged in  very  important  research  and  providing  jobs.  When  I  met 
with  the  pharmaceutical  companies,  they  made  that  tender  to  me, 
but  expressed  concern  about  the  antitrust  laws. 

I  made  a  comment  at  that  time  that  when  we  took  up  the  health 
care  issue,  we  would  have  an  opportxmity  to  deal  with  the  antitrust 
laws.  That  is  a  subject  which  covers  quite  a  number  of  aspects  of 
health  care  where  hospitals  are  afraid  to  share  expensive  tech- 
nology— on  MRIs,  for  example — for  fear  of  being  held  in  restraint 
of  trade.  So  that  is  a  subject  which  I  think  we  will  have  an  oppor- 
tunity to  take  up. 

So  if  it  is  possible,  in  a  voluntary  context,  to  hold  cost  to  the 
consumer  price  index  in  a  voluntary  way,  that  may  be  an  ideal  so- 
lution. 

Just  one  other  note  in  concluding,  Mr.  Chairman. 

I  am  concerned  about  the  expansion  of  bureaucracies  under  the 
new  health  progrsun.  I  made  a  coxmt  and  found  that  there  were  77 
new  agencies,  boards,  and  commissions  in  the  President's  new  plan 
and  54  existing  agencies  are  given  new  tasks  and  three  new  agen- 
cies are  involved  here:  a  Breakthrough  Drug  Committee,  an  Advi- 
sory Committee  on  Breakthrough  Drugs — the  distinction  on  which 
I  do  not  know,  and  maybe  it  is  an  oversight  and  an  overlap — and 
a  drug  use  review  program.  But  I  would  caution  that  we  have  to 
be  very  careful  that  we  do  not  end  up  spending  so  much  money  on 
bureaucracy  that  we  do  not  have  enough  left  to  spend  on  health 
care. 

Thank  you,  Mr.  Chairman. 

The  Chairman.  Thank  you,  Senator  Specter. 

Our  next  Senator  is  Senator  Craig. 

STATEMENT  OF  SENATOR  LARRY  CRAIG 

Senator  Craig.  Mr.  Chairman,  I  join  my  colleagues  in  thanking 
you  and  our  ranking  member  for  these  hearings  and  the  way  you 
have  designed  them  and  put  them  together. 

I  also  want  to  express  my  real  concern  as  we  grapple  with  the 
issue  of  our  pharmaceutical  industry,  the  marketplace  and  little  is- 
sues like  competition  and  profitability  and  what  makes  that  system 
work. 

I  think  that  in  the  overall  debate  on  health  care,  for  us  to  sug- 
gest that  pharmaceutical  drugs  are  expensive  and  a  major  contrib- 
utor to  health  care  costs  is  to  be  overconcemed  about  pennies  while 
the  dollars  go  flying  by.  I  say  that  recognizing  that  some  of  our 
pharmaceutical  drugs  are  terribly  expensive.  But  I  also  understand 
what  it  costs  to  get  them  to  the  marketplace. 

My  colleague  from  Pennsylvania  just  warned  us  of  bureaucracies 
now  and  bureaucracies  of  the  future.  We  also  recognize  that  there 
are  $100  milhon  minimimi  lajdng  out  there  as  the  first  hurdle  to 
get  to  the  consumer  that  most  new  drugs  have  to  meet.  That  is  the 
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result  of  Federal  bureaucracy  and  Federal  requirements.  For  us  to 
deny  or  ignore  that  cost  would  be  a  great  error. 

While  this  is  an  important  issue  without  question,  it  is  also  im- 
portant politically.  I  hope  that  we  do  not  get  smart  politically  and 
in  the  process  damage  or  destroy  that  which  has  provided  us  with 
the  high  quality  of  health  care  for  not  just  our  seniors  but  for  all 
Americans. 

Again,  let  me  reiterate  what  my  colleague  from  Pennsylvania 
mentioned  about  a  health  care  proposal  now  prominently  on  the 
table  and  a  Secretary  of  Health  and  Human  Services  that  suggests 
that  if  new  drugs  don't  conform,  they  will  not  be  included  in  Medi- 
care, That  is  a  phenomenal  threat  out  there  underlying  the  whole 
of  an  experimental  industry  that  has  to  go  to  the  marketplace  for 
venture  capital;  even  when  it  appears  that  the  marketplace  may  be 
terribly  constrained. 

In  the  first  8  months  of  this  year  alone,  biotechnology  as  it  re- 
lates to  public  offerings  in  its  stocks  have  declined  30  percent  and 
gained  only  about  25  percent  of  the  capital  it  needs  to  do  the  kind 
of  experimentation  that  my  colleague  from  Iowa  mentioned  is  so 
critical  as  we  remain  on  the  cutting  edge. 

It  is  also  important  to  me  that  we  look  at  a  variety  of  options. 
We  oftentimes  think  that  the  only  answer  here  is  a  single  payer 
process  and  that  that  single  payer  process  will  have  the  ability  to 
control  pricing  and  make  the  availability  of  what  it  controls  more 
accessible  for  the  public.  The  Japanese  example  is  oftentimes  used. 
But  it  is  interesting  that  in  the  Japanese  example,  old  line  phar- 
maceuticals are  oftentimes  priced  down  through  the  mechanism  of 
pricing.  And  the  new  experimental  pharmaceuticals  just  on  the 
market  are  sometimes  two  to  three  times  higher  than  what  our  ex- 
perimental new  pharmaceuticals  are  entering  the  market. 

Clearly,  the  Japanese  Government,  in  its  effort  to  devise  some 
kind  of  pricing  scheme,  recognizes  the  phenomenal  expense  of  get- 
ting new  products  to  the  market,  but  they  are  also  interested  in 
something  else,  and  that  is  world  dominance  and  world  control  in 
a  variety  of  areas,  like  in  the  biotechnology  area,  where  they  have 
made  the  boast  that  by  the  year  2000  they  will  be  the  world  lead- 
ers. 

Let  us  not  cause  them  to  be  the  world  leader  by  some  pursuit 
that  we  might  take  in  the  name  of  the  public  good  by  creating  so 
many  hurdles  we  can't  get  over  them;  and  simply  handing  the  Jap- 
anese the  world  marketplace. 

Those  are  a  combination  of  concerns  that  I  have  that  I  hope 
these  hearings  and  others  will  bring  forth  as  we  look  at  this  very 
complex  and  important  issue.  But  also  in  looking  at  it,  I  hope  we 
never  fail  to  remember  that  profit  isn't  bad.  In  fact,  it  is  necessary 
if  we  are  going  to  have  the  phenomenal  kind  of  experimentation 
and  development  that  we  have  to  have  and  that  we  have  grown  to 
expect  over  the  years. 

Mr.  Chairman,  with  that,  let  me  conclude  and  ask  unanimous 
consent  that  the  whole  of  my  statement  be  entered  into  the  record 
and  also  that  a  guest  editorial  by  the  president  of  the  Genz5rme 
Corporation — that  my  colleague  from  Iowa  mentioned — that  ap- 
peared in  the  Wall  Street  Journal  called  "The  Cost  of  Miracles"  be- 
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come  a  part  of  the  record.  I  think  it  is  a  reasonable  view  as  to  what 
this  new  world  is  all  about. 

The  Chairman.  Without  objection,  your  prepared  statement  and 
the  referenced  article  will  appear  in  the  record. 

Senator  Craig.  Let  me  also  say  on  a  slightly  different  note,  Mr. 
Chairman,  a  couple  of  months  ago  I  was  out  in  Saint  Louis  and  I 
dropped  by  the  Monsanto  Corporation's  new  biotech  division.  It 
doesn't  have  to  do  with  human  pharmaceuticals  or  human  drugs, 
but  it  has  to  do  with  the  application  of  biotechnology  as  it  relates 
to  agriculture  and  agricultural  interests.  Just  to  give  you  a  flavor 
of  what  all  this  costs,  I  went  through  a  facihty  that  it  and  the  peo- 
ple who  work  for  it  and  all  their  experimentation  has  cost  that 
company  nearly  $1  billion  of  private  dollars  to  date.  Not  one  of 
their  products  has  yet  entered  the  market,  although  many  are  now 
ready  to  enter  the  market. 

Without  the  abihty  to  seek  investors  and  without  the  abiUty  to 
take  any  successes  into  the  market  and  recoup  some  of  those  ex- 
penses, we  risk  a  phenomenal  economic  loss  in  our  country  as  it 
relates  to  our  performance  and  our  productivity. 

I  know  a  few  nations  in  the  world  where  the  private  sector  would 
commit  itself  up  front  to  bilUons  of  dollars  in  investment  only  in 
the  hope  that  they  might  profit  in  the  marketplace.  We  certainly 
don't  need  a  Government  that  is  out  there  with  its  intent  of  damag- 
ing or  in  some  way  curtailing  that  hope  in  a  major  way. 

[The  prepared  statement  of  Senator  Craig  and  referenced  article 
follow:] 

Prepared  Statement  of  Senator  Larry  E.  Craig 

Mr.  Chairman,  thank  you  for  conducting  this  hearing.  Competition  in  the  pharma- 
ceutical marketplace  is  very  important  as  the  Congress  continues  to  grapple  with 
health  care  reform. 

The  pharmaceutical  companies  have  been  defined  by  some  in  the  debate  on  reform 
as  one  of  the  major  contributors  to  our  health  care  problems.  Mr.  Chairman,  I  do 
not  agree  with  that  position. 

Prescription  drugs  are  expensive.  However,  they  represent  a  small  percentage  of 
our  overall  health  care  expenditures,  and  they  can  be  cost  savers  in  some  instances. 
There  are  many  drug  therapies  for  illnesses  that  previously  required  hospitaUzation 
and  sometimes  surgery.  In  addition,  the  pharmaceutical  industry  has  productive 
companies  providing  well-pajdng  jobs,  paying  taxes  emd  contributing  to  the  health 
of  Americans. 

Are  prescription  drug  prices  on  the  rise?  Yes.  Are  prescription  drugs  difficult  for 
some  people  to  afford?  Yes.  Therefore,  I  look  forward  to  hearing  from  our  witnesses 
today  and  gaining  an  understanding  of  their  insights  on  this  issue.  I  tend  to  favor 
competition  to  provide  the  adequate  supply  of  products  at  reasonable  prices — and 
that  includes  prescription  drugs.  However,  I  also  understand  the  uniqueness  of  this 
industry,  and  the  characteristics  that  separate  it  fix)m  the  mainstream  of  the  mar- 
ketplace. Therefore,  I  can  appreciate  the  need  to  review  what  is  currently  happening 
in  the  pharmaceutical  industry  as  relates  to  recent  acquisitions  and  mergers,  and 
our  pursuit  of  health  care  reform. 

I  aun  concerned  that  many  feel  we  should  simply  resort  to  Government  inter- 
ference as  the  best  solution.  Many  people  feel  that  price  controls  will  keep  prices 
down.  In  the  past,  this  kind  of  effort  has  not  been  successful.  Also,  at  a  time  when 
there  is  a  strong  desire  to  find  therapies  or  cures  for  diseases  such  as  AIDS,  cancer, 
and  Alzheimer's,  it  could  be  damaging  to  restrict  these  companies  in  a  way  that 
could  limit  new  research  and  development  dollars. 

I  have  two  very  strong  concerns  on  this  issue.  First,  in  health  care  reform,  we 
must  ensure  that  prescription  drugs  are  available  to  the  American  people,  at  a  rea- 
sonable price.  Second,  we  need  to  ensure  that  we  continue  to  have  a  thriving  phar- 
maceutical industry  that  fully  pursues  the  development  of  new  drug  therapies. 
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Mr.  Chairman,  I  look  forward  to  hearing  what  our  witnesses  have  to  say.  I  hope 
that  the  result  of  this  hearing  will  be  to  lead  us  toward  the  accomplishment  of  these 
two  goals. 
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gL\  W^    The  Cost  of  Miracles 


t: 


By  Henri  A.  Termeer 
As  part  of  his  continuing  attack  on  the 
pharmaceuiica!  industry.  President  Qln- 
ton  has  proposed  esublishing  a  federaJ 
committee  to  review  the  pnces  of  "break- 
through" drugs,  including  those  developed 
by  the  biotechnology  Industry  The  Sen- 
ate's Special  Committee  on  Aging  is  sched- 
uled to  hold  heanngs  today  on  the  subject. 
Its  chairman.  Sen.  David  Poor  !D..  Art.). 
says  the  purpose  of  the  heanng?  ts  to  de- 
termine whether  market  forces  are  ade- 
quate to  restrain  pnces. 

The  real  danger,  however.  Is  not  that 
the  pnces  of  new  drugs  Mil  be  loo  high, 
but  that  government  controls,  whether  di- 
rect or  indirect,  will  discourage  investors 
from  taking  risks  on  bioiechnology  compa- 
nies thai  develop  new  drugs. 


ready  face  an  onerous  rev lew:  it's  called 
the  markeiDlace.  Todav.  companies  such 
as  mine  ihat  develop  breakthrough  drugs 


can  expect  to  have  meaningful  market  ex- 
dusmiy  for  only  a  tew  years.  While  a  com- 
pany's patent,  or  the  special  protection  It 
can  claim  for  its  so-called  orphan  drugs, 
may  preclude  compeutors  from  selling  an 
identical  product,  it  does  not  preclude  oth- 
ers from  designing  and  selling  substan- 
tially similar  products- 

My  own  company's  product,  Ceredase, 
Is  an  example  of  how  market  forces  work. 
In  the  early  1980s,  Ceniyme  was  the  only 
company  wortmg  on  a  treatment  for 
Caucher's  disease,  a  rare,  inhented  en- 
zyme deficiency  that  causes  cnppiing.  and 
sometimes  fatal,  bone  and  organ  deteno- 
ralion.  The  CEO  of  another  major  biotech- 
nology company  had  considered  and  re- 
jected the  Idea  of  developing  a  treatment 
for  such  a  rare  disease  because  he  could 
not  imagine  how  his  company  could  get  an 
adequate  return  on  a  product  intended  for 
a  few  thousand  patients. 
Success  Breeds  Competition 

Since  Genzyme  developed  Ceredase, 
however,  other  companies  have  jumped 
Into  Gauchers  disease  research.  We  are 
now  competing  with  a  company  working 
on  a  vanation  of  our 
drug,  and  two  others     r-.—  ,-.,- ,— . 
are  competing  with    PRICING 
us  to  develop  gene- 
therapy  approaches      HFAI   TH 
There  could   be  as    '  "'-'^'-'  '  " 
many  as  four  or  five         f^  A  R  F 
treatments  (or        V^MrvC 

Gaucher's  disease  on  '^  ' 

the  market  within  the  next  four  years.  If 
we  hadn't  taken  the  first  step,  there  would 
be  no  market  and  no  additional  research 
on  the  disease. 

My  point  is  this:  When  an  innovator 
company  proves  that  its  product  works, 
and  that  a  sufficient  market  exists  to  earn 
a  return.  It  encourages  other  companies  to 
develop  similar  products  that  enable  them 
to  compete  for  a  share  of  that  markeL 
Given  the  breathtaking  pace  of  biotechnol- 
ogy progress,  it  takes  a  relatively  short  \ 
time  for  other  companies  lo  develop  sub- 
stantially similar  drugs.  These  will  suc- 
ceed, of  course,  only  if  ihey  offer  either 
pnce  or  therapeutic  advantages  over  the 
innovator  product. 

Market  forces  are  thus  already  creating 


pnce  competition  among  pharmaceutical 
companies-  A  number  of  companies  are 
implementing  such  ptT)grams  as  customer 
rebates  and  money-back  guarantees.  No 
government  regulatory  mechanism  was 
necessary  to  induce  this  result- 
In  this  respect,  it  is  ironic  that  the  same 
commentators  who  complain  about  phar- 
maceutical companies  developing  ' ' me 
too"  drugs  (new  versions  of  existing 
drugs)  often  fail  to  recognize  that,  at  the 
very  least,  the  mtroduction  of  such  drugs 
helps  constrain  the  prices  of  similar  prod- 
ucts, especially  under  a  managed  competi- 
tion system  In  which  insurance  companies 
provide  physicians  with  a  greater  incen- 
tive to  consider  the  cost-effect  iven  ess  of 
the  products  they  prescribe. 

Congress  should  be  less  concerned 
aboui  the  possibility  that  a  company  might 
someday  charge  a  high  pnce  for  iu  AIDS 
vaccine  for  the  two  or  three  years  before  a 
competing  product  is  available  than  about 
that  company's  ability  to  obtain  the  re- 


Congress  and  the  ad- 
ministration must  ask 
the  following  question:  If 
we  impose  price  controls 
on  breakthrough  drugs, 
will  we  continue  to  get 
breakthrough  drugs? 

search-and-development  funds  needed  to 
develop  the  vaccine  in  the  first  place.  It  is 
Imperative  that  Congress  and  the  admin- 
istration consider  the  following  question: 
If  we  alter  market  mechanisms  by  impos- 
ing price  controls  on  breakthrough  drugs, 
wilt  we  continue  to  get  breakthrough 
drugs? 

A  breakthrough  drug  committee  is  not 
needed  to  ensure  that  drugs  are  priced  rea- 
sonably. If  a  drugs  be.iefit  is  not  com- 
mensurate with  its  cost,  physicians  won't 
presaibe  it.  particularly  under  a  managed 
competition  system.  From  the  pauent's 
perspective,  a  committee's  refusing  to  pro- 
vide Medicare  coverage  for  "excessively 
pnced"  drugs  would  substitute  a  bureau- 
crat's judgment  for  a  physician's.  It  would 
also  result  in  second-class  medical  care  for 
aging  Americans:  Medicare  patients 
would  be  denied  access  to  drugs  that  are 
covered  for  the  privately  insured. 

A  breakthrough  drug  committee  as 
proposed  by  Mr.  Clinton  is  not  only  un- 
necessary, it  is  counterproductive.  It  will 
discourage  investors  from  seeing  the  de- 
velopment of  breakthrough  drugs  as  an 
Investment  capable  of  reaping  returns 
that  are  commensurate  with  the  risks. 
Another  Qinlon  proposal  would  allow  the 
secretary  of  health  and  human  semcesT 
to  negotiate  prices  for  new  drugs,  under  f 
threat  of  excluding  them  from  Medicare.  J[ 
Taken  together,  these  proposals  would 
constitute  a  pnce-control  system  that  dls- 
cnmlnates  against  t)io(echno(ogy  and 
other  innovating  pharmaceutical  compa- 
nies by  threatening  to  blacklist  their 
products  unless  government  bureaucrats 


concur  with  company  pncing  decisions,       | 

These  Qinton  proposals  do  Utile  more  I 
than  constrain  our  ability  to  develop  I 
breakthrough  medicines.  In  the  first  eight  1 
months  of  this  year,  biotechnology  stocks  I 
declined  by  30%.  and  through  initial  public  I 
offerings  and  other  investor  appeals  com-  I 
panics  were  able  to  raise  only  about  25%  of  I 
the  amount  they  spent  dunng  this  period.  J 
Obviously,  this  is  not  sustainable  for  an  \t\-^^ 
dustry  that  lost  £1.6  billion  last  year.  ~ 

My  own  company  raised  SIOO  million 
two  years  ago  lo  fund  Its  research  and  de- 
velopment of  a  treatment  for  cystic  fibro- 
sis, a  common  fatal  genetic  disease  that 
kills  the  average  patient  at  the  age  of  29. 
Even  though  we  recently  performed  the 
first  successful  clinical  trial  of  a  gene-ther- 
apy treatment  for  cystic  fibrosis.  Genzyme 
would  be  hard-pressed  to  raise  half  that 
amount  in  today's  investment  environ- 
ment. Yet  we  will  need  to  make  a  total  in- 
vestment of  more  than  S400  million  to 
bring  this  product  to  market.  If  we  suc- 
ceed, we  will  be  able  to  treat  successfully 
30.000  Americans  who.  In  the  severe  phase 
of  the  disease,  now  receive  annual  medical 
care  costing  up  to  S50.000.  s» 

Proposals  that  discourage  break-  | 
through  dnig  development  may  be  smart  I 
politics-  But  they  are  bad  medicine  and  an  I 
Ineffective  means  of  cost  control.  J 

Japan,  which  has  a  single-payer  system 
In  which  the  government  sets  reimburse- 
ment rates  for  all  health  care  products  and 
services,  uses  government  regulation  of 
drug  pnces  as  a  form  of  industnal  policy 
to  reward  breakthrtwgh  drug  development 
with  a  pricing  premium.  It  is  typical  for 
the  Japanese  government  to  set  pnces  for 
biotechnology  drugs  and  other  break- 
through pharmaceutical  products  at  two  to  / 
three  times  US,  market  prices,  reflecting 
such  a  premium.  On  the  other  hand,  the 
Japanese  government  cuts  the  prices  of 
older  pharmaceuticals  annually  according 
to  a  formula.  The  message  to  Japanese  in- 
dustry IS  clear:  Innovate  or  die. 
No  Prtce  Abuse 

Sen,  Pryor  and  the  White  House  [ 
pose  precisely  the  opposite-that  break- 
through drogs  be  subject  to  government 
policies  aimed  at  preventing  "excessiv 
prices  while  old  drugs  continue  to  escalate    i 
in  pnce  at  the  general  inflation  rate.        ^ 

In  citing  Japanese  policy,  I  do  not  In- 
tend lo  suggest  that  the  U.S.  should  adopt 
that  system.  To  the  contrary.  I  think  that 
the  relatively  higher  prices  that  the  Japan- 
ese government  willingly  pays  for  break- 
through drugs  are  compelluig  evidence 
that  American  companies  are  not  abusing 
the  pricing  freedom  they  enjoy  In  a  system 
like  oun.  ^^.^^ 

Rnally.  let  me  note  that  the  Japanese  ^1 
government  has  targeted  biotechnology  as 
an  industry  Japan  wants  lo  dominate  by 
the  year  2000.  The  U.S.  will  only  forfeit  its 
leadership  position  to  Japan  if  its  govern- 
ment encourages  the  development  of 
breakthrough  drugs  and  our  own  does  not. 
The  Japanese  threat  to  our  industry  is  not 
nearly  as  great  as  the  threat  from  our  own 
govemmenL  ^ 
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The  Chairman.  Thank  you,  Senator  Craig.  We  appreciate  those 
comments. 
I  beHeve  we  have  Senator  Feingold  next. 

STATEMENT  OF  SENATOR  RUSSELL  D.  FEINGOLD 

Senator  Feingold.  Thank  you,  Mr.  Chairman. 

I  would  like  to  thank  you  for  holding  this  hearing.  I  feel  even 
more  delighted  that  the  effort  to  eliminate  this  Committee  did  not 
succeed  earlier  this  year.  I  think  it  is  very  possible,  given  the  in- 
tensity of  this  issue  and  the  power  that  is  lined  up  on  at  least  one 
side  of  the  issue,  that  if  this  Committee  did  not  exist  there  may  be 
no  serious  forum  in  the  U.S.  Congress  to  take  on  the  question  of 
the  pharmaceutical  marketplace. 

I  also  want  to  commend  the  ranking  member,  Senator  Cohen,  for 
the  work  he  has  done  on  this  issue. 

As  with  so  many  issues  of  special  concerns  to  seniors,  the  price 
of  prescription  drugs  touches  more  than  just  the  elderly.  It  is  a 
central  problem  in  the  larger  issue  of  health  care  costs  and  one 
that  I  think  all  of  us  think  should  be  thoroughly  explored  during 
the  he^th  care  reform  debate. 

As  the  chairman  noted,  we  have  seen  prescription  drug  prices 
rising  at  three  times  the  rate  of  inflation  since  1980.  Skyrocketing 
drug  prices  have  forced  millions  of  seniors  into  unacceptable 
choices.  Worse,  in  some  cases  they  have  spurred  behavior  by  sen- 
iors and  others  that  often  results  in  realizing  less  than  the  maxi- 
mum clinical  benefit  from  these  drugs.  Instead  of  taking  an  expen- 
sive prescription  medicine  at  the  prescribed  level  and  frequency,  it 
is  my  understanding  that  some  people  choose  to  cut  back  on  their 
int^e  in  order  to  make  the  prescription  last  longer  before  a  refill 
is  needed — twice  a  day,  for  example,  instead  of  the  prescribed  four 
times  a  day. 

Beyond  the  well-documented  problems  facing  consumers,  high 
drug  prices  have  also  had  a  serious  impact  on  small  community 
pharmacies,  especially  rural  pharmacies,  the  types  of  pharmacies  I 
have  had  many  experiences  in  working  with  as  a  State  Senator  for 
10  years  in  a  rural  district  in  Wisconsin. 

Mr.  Chairman,  with  the  advent  of  HMOs  in  my  home  State  of 
Wisconsin  in  the  early  1980's,  smaller  independent  providers  felt 
threatened  by  the  prospect  of  being  excluded  from  the  closed  panel 
health  plans  that  were  developed  and  that  are  now  serving  as  the 
central  model  for  the  managed  competition  propossds  that  have 
been  offered  by  some  Members  of  Congress. 

The  threat  of  exclusion  has  been  further  magnified  by  the  experi- 
ences many  community  pharmacies  have  had  as  victims  of  dis- 
criminatory pricing.  I  know  from  very  substantial  anecdotal  evi- 
dence that  this  is  a  very  real  concern  of  many  of  Wisconsin's  com- 
munity pharmacies.  I  luiderstand  the  discriminatory  pricing  poli- 
cies that  affect  small  pharmacies  will  be  a  part  of  toda/s  testimony 
before  the  Aging  Committee. 

So  again,  Mr.  Chairman,  I  sincerely  thank  you  for  your  leader- 
ship on  this,  and  frankly,  your  courage.  I  look  forward  to  listening 
to  the  testimony  that  will  be  offered  today,  especially  to  policy  rec- 
ommendations concerning  the  pharmaceutical  marketplace. 

Thank  you,  Mr.  Chairman. 
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The  Chairman.  Thank  you  very  much,  Senator  Feingold. 

One  or  two  points  before  we  get  to  Dr.  Lee  and  Dr.  Smits  as  our 
first  two  witnesses  on  panel  one  this  morning. 

Once  again,  we  are  trying  to  keep  everjrthing  in  perspective.  Our 
colleague,  Senator  Craig,  I  believe  mentioned  the  relative  small 
amount — as  he  called  pennies — being  expended  on  pharmaceutical 
drugs  and  prescription  drugs  in  America.  We  must  remember  that 
that  is  $64  bilhon  a  year.  TTiat  is  not  pennies.  That  is  a  lot  of  dol- 
lars. 

Second,  we  also  must  keep  in  mind  that  for  the  elderly  person 
in  America,  the  cost  of  buying  prescription  drugs  is  the  number  one 
out-of-pocket  health  care  expense.  I  hope  we  will  keep  that  focused. 

There  is  a  second  issue  I  would  like  to  comment  on.  One  of  our 
colleagues,  I  beUeve  Senator  Craig,  mentioned  the  Genzyme  Cor- 
poration, They  have  produced  a  pharmaceutical  called  Ceredase, 
which  NIH — Federal  taxpayers — supported  and  helped  this  firm  to 
bring  to  the  market.  We  are  glad  it  got  to  the  market,  but  let  us 
just  keep  the  record  straight.  We  must  remember  that  this  particu- 
lar drug,  used  to  treat  a  patient  with  Gaucher  Disease,  which  is 
a  fat  metabolism  problem  within  the  himian  system  costs  $350,000 
for  the  first  year,  and  goes  down  to  about  $140,000  for  the  second 
year  for  a  patient. 

Once  again,  this  drug  was  developed  to  a  large  extent  with  Fed- 
eral taxpayer  dollars. 

We  want  to  keep  the  record  straight. 

And  our  good  fi-iend  and  colleague,  who  has  been  a  most  faithful 
member  of  this  Committee,  Senator  Grassley,  has  talked  about  the 
lack  of  profits  now  in  the  drug  companies,  and  the  restructuring  of 
drug  companies,  and  downsizing  numbers  of  employees.  The  Sen- 
ator fi*om  Iowa  and  my  finend  and  colleague  to  a  large  extent  is  cor- 
rect. However,  Bear  Steams,  the  investment  firm,  puts  out  a  news- 
letter on  pharmaceuticals.  On  November  8,  1993,  just  a  few  days 
ago,  Bear  Steams  stated  that  the  third  quarter  results  were  'lack 
luster."  However  it  states  that  for  the  second  month  in  a  row,  drug 
stocks  outperformed  the  Standard  and  Poor  500. 

Once  again,  we  are  trying  to  keep  things  in  focus.  We  are  trying 
to  keep  things  on  an  even  keel  here  so  that  we  can  look  at  the  over- 
all issues  that  face  us  as  we  explore  the  issues  of  competition  and 
the  ability  of  the  marketplace  to  hold  drug  prices  to  a  reasonable 
level. 

Senator  Grassley.  Mr.  Chairman? 

The  Chairman.  Yes,  Senator  Grassley. 

And  by  the  way,  your  points  were  well  taken.  There  has  been  a 
lackluster  performance  according  to  Bear  Steams,  but  still  the 
drug  stocks  are  outperforming  the  St£indard  and  Poor  500. 

Senator  Grassley.  Specifically,  on  that  point,  I  didn't  complain 
about  lack  of  profits.  I  didn't  use  that  word  at  all.  I  did  talk  about 
their  income  and  how  stocks  were  down. 

I  did  talk  about  Genzyme  and  cystic  fibrosis,  which  is  different 
than  the  article  that  was  in  the  paper  this  morning  on  another  dis- 
ease. 

But  if  I  could,  I  would  like  to  say  that  first  of  all  I,  myself,  be- 
heve  there  is  an  interest  in  Government  in  making  sure  competi- 
tion works  and  not  a  lessening  of  competition.  But  I  would  use  the 
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antitrust  laws  to  accomplish  that  goal  because  I  think  they  have 
a  100-year  history  of  working  whereas  historically  price  controls 
have  not  worked. 

I  want  my  colleagues  to  think  in  terms  of  mistakes  that  I  think 
we  would  all  agree  were  made  in  the  1970's  with  respect  to  the  oil 
companies.  We  never  took  into  serious  consideration  at  that  time 
that  you  have  to  drill  50  oil  wells  to  get  one  that  produces.  This 
is  similar  to  the  risks  involved  in  pharmaceutical  research.  It  takes 
a  lot  of  mistakes  before  you  get  one  that  goes  right. 

We  realize  that  some  of  the  policies  we  made  on  price  controls, 
some  of  the  policies  we  made  complaining  about  profits — particu- 
larly, I  remember — and  this  was  when  you  were  Governor  of  the 
great  State  of  Arkansas  and  you  weren't  here — ^we  actually  com- 
plained about  not  only  the  profits,  but  we  felt  that  we  were  going 
to  run  out  of  natural  gas.  We  changed  all  our  heating  plants  fi*om 
gas  to  coal  because  there  wasn't  any  more  natural  gas. 

Now  because  of  clean  air  problems  and  we  have  more  natural  gas 
than  we  will  ever  know  what  to  do  with,  we  are  changing  all  those 
things  back  now  to  bum  natural  gas. 

So  when  Government  interferes  in  the  marketplace,  there  is  a 
price  to  be  paid.  If  we  are  going  to  interfere  in  the  marketplace, 
we  ought  to  do  it  in  the  least  political  way.  It  seems  to  me  that 
the  least  political  way  is  the  test  of  100  years,  and  that  is  the  anti- 
trust laws. 

Vigorous  enforcement  of  the  antitrust  laws  are  perfectly  legiti- 
mate, but  political  interference  is  quite  another  thing. 

The  Chairman.  Senator  Grassley,  thank  you. 

The  Chairman.  We  are  going  to  call  upon  our  first  witness,  Dr. 
Philip  R,  Lee,  Assistant  Secretary  for  Health  in  the  Department  of 
Health  and  Human  Services. 

We  are  very  glad  that  Dr.  Lee  is  able  to  join  us  today.  He  has 
had  a  long  and  distinguished  career  in  stud3dng  and  writing  about 
the  pharmaceutical  industry.  He  is  imminently  qualified  to  be  with 
us  this  morning  to  describe  the  Administration's  proposals  relating 
to  prescription  drugs  and  to  also  tell  us  whether  he  believes  com- 
petition will  work. 

That  is  the  issue  and  the  question  this  morning.  Dr.  Lee,  wheth- 
er the  market  will  work  to  contain  drug  costs  in  our  reformed 
health  care  system. 

Dr.  Helen  Smits  is  the  Associate  Administrator  at  the  Health 
Care  Financing  Administration.  Dr.  Smits  accompanies  Dr.  Lee 
this  morning.  She  will  describe  the  structure  of  the  proposed  Medi- 
care prescription  drug  program  and  the  cost  containment  features 
that  have  been  included  in  this  program.  We  look  forward  to  hear- 
ing fi'om  you  and  certainly  your  remarks  will  be  pertinent. 

I  am  going  to  ask,  if  you  would,  to  hold  your  remarks  as  briefly 
as  possible.  We  are  going  to  have  a  vote  shortly  and  we  will  be 
going  back  and  forth.  Your  entire  statement  will  be  included  in  the 
record. 

We  now  recognize  you.  Dr.  Lee. 
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STATEMENT  OF  PHILIP  R,  LEE,  M.D.,  ASSISTANT  SECRETARY 
FOR  HEALTH,  DEPARTMENT  OF  HEALTH  AND  HUMAN  SERV- 
ICES; ACCOMPANIED  BY  HELEN  SMITS,  M.D.,  DEPUTY  AD- 
MINISTRATOR, HEALTH  CARE  FINANCING  ADMINISTRATION, 
WASHINGTON,  DC 

Dr.  Lee.  Thank  you  very  much,  Mr.  Chairman  and  members  of 
the  Speci£d  Committee  on  Aging. 

This  Committee  has  made  a  particularly  important  contribution 
to  these  issues  to  identifying  and  keeping  before  the  public,  the  in- 
dustry, and  the  professions  the  issues  with  respect  to  prescription 
drugs — ^not  only  the  prices,  but  the  quality  of  care  that  is  available 
when  we  have  prescription  drugs  available  without  unnecessary 
price  barriers,  particularly  for  the  elderly. 

Very  briefly,  Mr.  Chairman,  I  would  like  to  outline  the  Presi- 
dent's plan.  Dr.  Smits  will  cover  the  Medicare  elements.  This  has 
been  detailed  in  the  testimony. 

Coverage  for  outpatient  prescription  drugs  for  those  under  65 
and  for  Medicare  beneficiaries  is  essential  to  assure  quahty  of  care 
and  at  least  three  of  the  principles  outlined  in  the  President's  plan. 

Security. — ^When  you  have  comprehensive  benefits  and  you  do 
not  include  prescription  drugs,  you  do  not  provide  security  for  indi- 
viduals. When  you  include  them,  security  is  there. 

Quality, — When  a  physician  can  prescribe  the  appropriate  drug 
for  the  patient,  whenever  they  see  the  patient,  in  the  appropriate 
amount,  we  are  ensuring  quality  of  care. 

Savings. — ^Although  prescription  drugs  do  cost  money,  we  know 
fi*om  mginy  studies  that  the  use  of  prescription  drugs  often  not  only 
reduces  morbidity  and  mortality,  but  also  reduces  the  need  for  hos- 
pitahzation.  There  are  many  examples  of  that. 

So  we  have  at  least  three  of  the  principles  that  by  assuring  cov- 
erage of  prescription  drugs,  we  foster  those  principles. 

The  drug  benefit  assures  that  a  physician  can  prescribe  the  right 
drug  for  the  right  patient  at  the  right  time  and  in  the  right 
amount,  an  essential  element  for  the  quaUty  of  medical  care. 

In  terms  of  coverage,  all  drugs,  biologic  products,  and  insulin  ap- 
proved by  the  FDA  for  their  medically  approved  indications  will  be 
eligible  for  coverage.  Also,  when  what  is  called  off-label  use  for  a 
medically  accepted  indication  is  defined  in  at  least  one  of  three  na- 
tionally recognized  prescription  drugs  compendia,  it  would  also  be 
covered  under  the  plans. 

Each  plan — whether  a  fee  for  service  plan,  a  preferred  provider, 
or  a  health  maintengince  org£inization — ^will  design  its  own  ap- 
proach to  maintaining  quality,  assuring  appropriate  use,  and  con- 
trolling the  cost  of  prescription  drug  coverage. 

In  short,  the  President's  plan  provides  care  through  competing 
plans,  provides  the  means  both  to  deal  with  the  price  issue,  and 
also  the  volume  issue.  Those  two  combined,  of  course,  result  in  ex- 
penditures for  prescription  drugs. 

In  terms  of  containing  pharmaceutical  prices — and  this  is  the  key 
point  the  chairman  made — will  competition  work?  For  those  under 
65,  the  President's  plan  relies  primarily  on  private  sector  competi- 
tion. There  is  no  price  control  whatsoever.  We  have  heard  that  re- 
peated this  morning  that  there  would  be  price  controls,  but  we  are 
rel5dng  on  competition  through  these  competing  plans. 
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We  know  that  large  health  maintenance  orgsinizations — Group 
Health  of  Puget  Sound,  for  example — rely  on  several  mechanisms 
to  assure  cost  savings  in  the  purchase  of  prescription  drugs  and  in 
the  use  of  those  drugs.  First  of  all,  they  develop  the  formularies 
with  pharmacies  and  therapeutics  committees,  or  a  formulary  com- 
mittee. The  physicians,  pharmacists,  and  sometimes  other  profes- 
sionals devemp  the  formulary  and  determine  what  drugs  will  be 
used  in  that  particular  plan. 

They  have  a  committed  volume  so  that  they  can  get  a  discount. 
They  have  a  committed  market  share  very  often  so  that  a  second 
factor  is  market  share.  They  have  administrative  simphfication, 
prompt  payment,  and  coordination  of  shipping  and  delivery  that 
simplifies  the  costs  for  the  pharmaceutical  manufacturers.  A  long- 
term  relationship  is  often  possible  with  manufacturers  which  per- 
mits, ag£iin,  cost  savings. 

The  plans  have  an  incentive  to  purchase  prudently  and  to  en- 
courage the  most  rational  use  of  drugs  both  by  physicians,  the  pre- 
scribers,  and  by  the  patients,  the  users.  For  a  breakthrough  drug — 
the  only  exception  to  the  market-based  approach — which  is  a  sig- 
nificant therapeutic  advance,  or  where  no  therapeutic  alternative 
exists,  the  antitrust  laws  are  not  appUcable  because  it  is  only  a  sin- 
gle product.  So  there  isn't  a  competitive  issue.  There  is,  in  that 
case,  potentially  lack  of  competition. 

The  Advisory  Council  on  Breakthrough  Drugs  will  look  at  cost- 
effectiveness,  whether  it  is  appropriately  priced,  and  the  price  of 
drugs  in  the  same  therapeutic  class.  They  will  look  at  cost  informa- 
tion provided  by  the  manufacturer,  prices  charged  in  other  indus- 
triaUzed  countries,  projected  volume,  the  economies  of  scale,  prod- 
uct stability,  special  manufacturing  requirements,  and  research 
costs.  A6  you  aU  pointed  out  in  one  of  your  reports,  this  approach 
by  the  President  in  terms  of  range  of  restraints  on  prices  is  at  the 
next  to  the  weakest. 

In  other  words,  there  was  no  restraint.  The  next  is  really  what 
the  President  has  proposed.  There  £ire  a  series  of  other  restraints 
that  move  on — as  you  all  pointed  out  in  this  excellent  report — all 
the  way  to  price  controls.  Those  price  controls  are  not  there. 

There  have  been  some  concerns  expressed  that  the  Secretary 
might  prevent  drugs  from  coming  on  the  market  in  Medicare.  The 
Secretary,  of  course,  was  the  chancellor  of  a  research  university.  I 
was  the  chancellor  of  a  research  university.  University  of  Csdifor- 
nia-San  Francisco,  which  was  really  one  of  the  driving  engines  of 
the  biotechnology  revolution.  NIH  has  been  the  principal  driving 
force  in  that  revolution. 

Without  the  research  supported  by  NIH  and  the  funds  provided 
by  the  Congress,  that  biotechnology  revolution  would  not  have  ex- 
isted. That  is  a  Government-initiated  and  supported  effort  and  a 
real  partnership  with  universities  and  with  industry  which  has  fos- 
tered the  development  of  this  industry. 

We  have  a  Secretary  who  is  very  famihar  with  that  and  quite 
sympathetic.  I  do  not  beUeve  that  we  would  see  the  kind  of  deci- 
sions that  have  been  suggested  as  possible  by  such  an  individual. 
There  are  other  measures  that  can  be  concluded  in  the  future — 
and  these  are  described  in  the  testimony — that  I  am  particularly 
interested  in.  One  is  improvements  in  continuing  medical  education 
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of  physicians  and  clinical  pharmacology  and  improving  treatment 
teaching  in  medical  schools  and  residency  programs,  including  in- 
formation about  cost-effectiveness.  The  other  is  the  expanded  use 
of  what  we  have  in  the  past  called  patient  package  inserts — provid- 
ing patients  vsdth  information  and  interacting  with  the  pharmacist 
when  the  drug  is  delivered  to  inform  the  patient  so  that  they  com- 
ply with  the  physician's  prescription. 

In  about  two-thirds  of  prescriptions,  at  some  point  the  patients 
do  not  comply.  In  the  short-term,  it  is  up  to  40  percent  and  for 
long-term  it  is  even  higher.  So  we  need  to  make  big  improvements 
to  improve  the  quality  of  care.  I  think  that  can  be  beneficial. 

Dr.  Smits  will  now  describe  briefly  the  Medicare  benefits  and 
then  we  will  be  glad  to  respond  to  questions. 

The  Chairman,  Thank  you,  Dr.  Lee. 

Dr.  Smits. 

Dr.  Smits.  Thank  you.  Dr.  Lee. 

Mr,  Chairman  and  members  of  the  Committee,  I  am  very  pleased 
to  have  the  chance  to  describe  the  proposed  Medicare  outpatient 
prescription  drug  benefit.  I  can't  tell  you  how  important  that  is  to 
our  elderly  citizens.  We  certainly  hope  to  call  upon  this  committee's 
expertise  and  advice  as  we  work  toward  passage  of  this  important 
benefit. 

The  elderly  use  more  prescription  drugs  than  any  other  age 
group  in  the  United  States.  Very  few  of  them  have  adequate  insur- 
ance coverage  for  prescription  drugs.  Nearly  60  percent  have  little 
or  no  coverage  and  pay  entirely  for  their  medications  out-of-pocket. 

Unfortunately,  their  ability  to  do  that  is  decreasing,  and  decreas- 
ing rapidly.  Prescription  drug  prices,  as  you  have  all  mentioned, 
are  going  up  faster  than  the  consimier  price  index.  So  anyone  on 
a  fixed  income  who  could  afford  medications  3  to  5  years  ago,  now 
often  has  to  make  difficult  choices,  including,  at  times,  the  most 
difficult  one  between  drugs  and  food.  When  the  elderly  do  not  take 
their  medications,  they  compromise  their  health  and  increase  the 
potential  for  the  use  of  much  more  expensive  treatment  later  on. 

Under  the  President's  plan,  all  beneficiaries  enrolled  in  Part  B 
of  Medicare  would  be  covered  by  the  new  prescription  drug  benefit 
on  January  1,  1996.  This  drug  benefit  would  cover  all  dmgs,  bio- 
logical products,  and  insulin  approved  by  the  FDA.  Medicare  bene- 
ficiaries would  take  responsibility — which  is  what  the  President's 
plan  is  based  on — in  that  they  would  share  in  the  cost  of  the  pre- 
scription drug  benefit  both  by  some  increase  in  their  Part  B  pre- 
mium and  through  a  deductible  and  co-pay  arrangement  in  pur- 
chasing drugs.  However,  their  total  spending  on  outpatient  medica- 
tions on  an  annual  basis  would  be  limited  to  $1,000. 

It  is  very  important  to  note  that  this  proposal  goes  well  beyond 
just  making  drugs  available.  The  plan  also  includes  a  number  of 
measures  to  help  ensure  that  beneficiaries  use  drugs  safely  and 
that  pharmacists  and  physicians  give  real  thought  to  the  best  use 
of  medication.  I  think  perhaps  the  most  exciting  of  those  provisions 
is  the  opportunity — for  the  first  time,  really — to  use  automated 
claims  processing  on  a  national  scale  to  do  both  prospective  and 
retrospective  drug  utilization  review. 

As  I  am  sure  you  know,  retrospective  review  involves  looking 
after  the  fact  at  patterns,  prescribing  habits,  and  use  of  drugs  in 
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one  area  against  the  other.  This  is  to  look  for  both  medically  inap- 
propriate prescribing  and  at  the  other  extreme  for  actual  fraud  and 
abuse,  particularly  in  the  use  of  narcotics.  It  is  a  very  valuable  tool 
with  automated  processing  in  identifying  problem  areas  that  need 
follow-up. 

Perhaps  even  more  exciting,  modem  technology  will  permit  us  to 
allow  every  pharmacist  to  do  prospective  drug  utilization  review. 
That  means  that  as  he  or  she  enters  the  information  in  the  com- 
puter to  fill  the  prescription,  information  comes  back  on  recently 
filled  prescriptions  for  the  same  patient  and  on  drug-drug  inter- 
actions. 

I  can't  help  mentioning,  since  parents  have  already  come  up,  that 
I  recently  went  through  the  drug  shelf  that  belongs  to  my  87-year- 
old  father.  I  found  on  it  two  separate  prescriptions  for  digitaUs, 
with  different  dates,  and,  by  different  doctors.  I  asked  him  how  he 
was  taking  his  medication.  He  told  me,  "I  take  one  of  each  of  these 
pills  every  day,"  which  means  that  he  was  taking  twice  his  digitaUs 
prescription  and  that  he  would  have  been  in  very  serious  trouble 
in  another  2  to  3  weeks. 

I  found  him  one  new  doctor  to  coordinate  his  care,  but  what  is 
really  important  is  that  this  proposal  would  prevent  that  kind  of 
mistake.  And  that  kind  of  mistake  was  perfectly  innocent — two  dif- 
ferent doctors,  two  different  pharmacists — but  we  can  really  stop  it. 
We  have  the  technology  to  deal  with  it. 

Cost  containment  and  cost  to  the  Medicare  program  has  to  be 
balanced  against  the  benefits  to  our  beneficiaries  and  the  need  to 
provide  quality  services.  Under  this  benefit,  manufacturers  will  pay 
rebates  to  the  Medicare  program  similar  to — ^but  frankly  improved 
upon — the  rebates  they  now  pay  under  Medicaid. 

In  addition,  the  Secretary  can  negotiate  special  rebates  for  new 
drugs.  This  doesn't  mean  that  new  drugs  are  automatically  out  of 
the  system  if  the  Secretary  beheves  that  those  prices  are  high.  It 
means  the  negotiating  process  is  put  in  place.  I  think  that  kmd  of 
negotiation  is  the  American  way.  Obviously,  the  Secretary  needs  to 
take  into  account  all  the  factors  that  Dr.  Lee  mentioned  in  consid- 
ering the  importance  of  a  new  drug. 

In  most  cases,  I  would  assume  the  result  of  the  negotiations 
would  be  an  agreed-upon  rebate  level  for  that  drug  under  Medi- 
care. The  Secretary  does  have  the  power  to  exclude  a  drug  from 
Medicare  if  the  negotiations  fail,  but  we  trust  that  would  be  a  very 
rare  event. 

The  bill  proposes  to  encourage  the  use  of  generic  drugs,  since 
these  drugs  offer  comparable  quality  at  prices  that  are  often  as 
much  as  50  percent  less  than  brand  name  drugs. 

Pharmacists  under  this  program  would  have  to  accept  assign- 
ment of  Medicare's  payment,  'fiiey  would  be  paid  something  called 
an  estimated  acquisition  cost,  which  is  based  on  a  broad  look  at  the 
industry  by  the  Secretary,  plus  a  dispensing  fee  of  $5  that  will  be 
indexed. 

We  think  that  everyone  stands  to  benefit  from  this  proposal.  The 
first  and  most  important  benefit  is  to  our  beneficiaries  who  will  re- 
ceive help  in  paying  for  medications  and  security  in  knowing  that 
their  costs  are  capped.  Manufacturers  will  gain  increased  sales  to 
a  large  and  growing  segment  of  the  population.  They  will  indeed 
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pay  rebates  under  Medicare,  but  they  will  no  longer  be  paying  less    , 
under  Medicaid. 

They  will  pay  those  rebates  only  for  brand  name  products  and 
only  for  those  Medicare  beneficiaries  who  remain  in  the  principal 
Medicare  program,  not  in  managed  care.  As  more  Medicare  bene- 
ficiaries enter  managed  care  or  enter  plans  in  alhances,  the  size  of 
that  rebate  will  decrease  since  we  believe  the  managed  care  plans 
can  negotiate  good  rebates  themselves.  There  will  be  increased 
sales,  obviously,  to  pharmacists,  and  some  protections  are  offered 
in  price  to  pharmacists  that  will  ensure  that  appropriate  buying  al- 
hances of  small  pharmacies  can  have  the  same  kmds  of  discounts 
that  other  groups  are  given. 

Finally,  all  of  us  will  benefit  through  the  knowledge  that  our 
beneficiaries  have  been  taken  good  care  of,  £ind  the  Federal  Gov- 
ernment will  benefit  through  control  of  Medicare's  program  costs. 

I  know  there  is  concern  about  the  bureaucracy  and  about  admin- 
istering this  new  benefit,  but  I  think  we  have  learned  a  great  deal 
fi*om  the  Medicaid  rebate  benefit.  Also,  fi*ankly,  we  have  moved 
very  far  in  the  last  5  years  in  the  automated  processing  of  claims. 

This  is  almost  the  ideal  field  for  automated  processing  because 
the  pharmacist  enters  the  data  himself  or  herself.  That  one  entry 
is  put  in  the  computer  one  time,  there  is  a  permanent  record,  and 
the  bill  to  the  thdrd-party  payer  the  computer  even  prints  out  the 
label  that  goes  on  the  bottle.  It  is  actually  less  work  than  phar- 
macists did  before  automation,  and  all  the  work  beyond  that  is 
done  through  automated  systems.  This  is  very  much  a  product  of 
the  modem  world  of  automation  technology. 

I  believe  this  is  an  affordable  and  necessary  improvement  in 
Medicare  and  one  that  will  complete  the  promise  of  health  security 
for  the  elderly  that  we  made  25  years  ago. 

I  am  very  much  looking  forward  to  working  with  you  and  with 
this  Committee  as  we  progress  toward  this  new  benefit. 

[The  prepared  statements  of  Dr.  Lee  and  Dr.  Smits  follow:] 
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OEPASTMENT  OF  HEALTH  k.  HUMAN  8BRVICBS 


STATEMENT  OF 


PHILIP  R.  LEE.  hLD. 
ASSISTANT  SBCRETARY  FOR  HEALTH 

AND 

HELEN  M.  SMTTS,  MJD^ 

DEPUTY  ADMINISTRATOR 

HEAUH  CARE  FTNANONO  AI»<INISIRATTC»} 


IXPARTMBNT  OP  HEALTH  AND  HUMAN  SERVKSS 


Tluuilc  TOD,  Mr.  Quimian,  tot  the  oppottunity  to  appear  baton  tfae  SpecUl  Cammit* 
tee  on  Aftng  to  dkcnM  tbe  preicriptian  drug  provldoiu  onnfliwKl  in  the  PreiUeof  i  Health 
Seeuity  Plan. 

Eotcnng  that  our  dtaeat  have  aceea  tn  vital  preuription  dro^  at  reaioaable  eof  t 
hai  been  one  of  the  most  voini  problemi  Cadng  our  health  care  ijrttem.  Your  dedication, 
Mr.  Quinsan,  to  oitioulating  iouad  preiaiption  drug  poti''***  and  liighfighting  tbe  inqxntance 
of  thote  policie*  to  all  dtizeoi  maka  it  paitlealarty  appropriate  that  hearinip  on  tUi  {udc  be 
failtiated  by  tbeSpedal  Committee  «i  Afing. 

Early  on,  tbe  Pietkleut  recognized  that  a  national  loiiitlaa  mold  have  to  be  devel- 
oped if  all  AmerieaM  are  to  get  the  mediciDei  ttiey  need  at  a  price  they  can  aEEotd.  Tbe 
Pierident't  Health  Soosily  plan  doetJa«  that. 

The  mo(t  importaot  purpoie  of  the  Pretldent't  preaor^)liaa  drag  benefit  il  to  aanire 
tliat  a  pfayridan  can  pretcribe  the  liglit  drag  for  the  rl^^t  patient  at  tfae  tjgiit  time.  That  it  a 
ample  goal,  yet  it  is  lo  impottant  to  quality  patient  care. 

Under  the  Pretidenf  s  plan,  for  tbe  fint  time  in  this  country,  piiyiictan't  wHl  have  that 
ability.  And,  it  will  have  a  very  ligoificant  impact  on  tbe  care  of  oar  dtieent. 

Today,  I  nOl  deterilM  briaQy  the  prucriptloa  dmg  benefit!  contained  in  tbe  Health 
Security  plan  and  explain  how  the  Act*!  msrlcet-bascd  reformt  will  increaic  the  amount  of 
information  available  to  concumert  and  wiD  eontaia  cottt  tfarougfa  increased  competition. 
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We  all  acknowledge  that  the  cott  of  providing  preicription  drug  coverage  to  all 
Americaiu  li  an  iuue  and  mun  be  vigorouily  addressed.  I  believe  that  a  decade  of  eaq>eri- 
eooe  in  managed  care  ptam  wiQ  pjppon  the  Admiolstratloo'i  view  that  competing  heahfa 
plans  esD  control  the  cost  of  prescription  drugs  Just  as  well  as  they  control  the  cost  of  other 
essentia!  health  servicet. 

I  would  ^ke  to  note  at  the  outset  that  the  prescriptioo  drug  poHdos  contained  in  the 
Health  Seeorlty  Act  are  the  product  of  eueaitve  collaborstloD  with  the  Congreii,  advocates 
of  diUdren  and  older  Americans,  rqireientatlvet  of  pharmaditi,  brand-name  phannaceutical 
tninnfartrmen,  bioteduolog^  ptoducen  and  geaeric  drug  makers,  and  private  sector 
porchascn. 

FBESCSIPnON  DSUG  COVSUGE  CNDQl  THE  HEALIB  GECDBirr  ACT 

Under  the  Heahli  Seemity  Act,  all  drags,  biological  products  and  inraUn  approved  by 
FDA  for  their  medically  approved  indicatinns  wiO  be  eligible  for  coverage  muter  the  prescrip- 
tion drug  benefit  of  alliance-bssed  Itealtfa  plans.  In  addition,  these  drugs  are  alio  covered  for 
other  mnriirally  acc^ited  indicatioiu  as  defined  In  at  least  one  of  three  natianally  recognized 
prescriptiaD  drug  compendia. 

Each  health  plan  Is  allowed  to  design  Its  own  approach  to  nniiTir«ttiitig  quality,  assuring 
appropriate  use,  and  controlling  costs  in  its  prescription  drug  coverage.  And,  wfaHe  each  plan 
must  provide  all  medically  necessary  care,  they  are  authorized  to  use  proven  metl^ods  of 
mMiagiin  a  phatmacaotical  beneOt  itv^iming  formularies,  incentives  for  genetic  products,  drug 

utilization  review,  aisd  pre-approvai  requirements. 

Coatalidag  Pkanuoentical  Prices 

The  Prcsideat's  commitment  to  the  country  it  to  make  prescriptiaD  drugs  available  at 
reasonable  prices.  So  careful  attention  has  been  paid  to  assuring  that  appropiiate  controls 
are  in  place. 

For  the  under^  pteter^stion  drug  beoeSt,  the  Preiideat's  plan  relies  primarily  cm 
private  sector  competitive  price  negotiatiag  meehanitms  and  managed  care  efforts  to  contain 
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By  eaeomiiiig  the  enmat  treod  to  managed  eaic,  the  HnUi  Seearity  Act  eapitdizet 
an  tbe  pdee  eampedska  oeeuniog  in  jmHfiiHnnal  iettiDgK.  For  enmple,  hrMjiitiiit  and  heal& 
mHlntflnwice  otpinhwtinni  arc  empiofint  in^oote  fijnnnlatlM  to  negotiate  eScctively  with 
pbatmaeeotical  mannfRcturen  Cor  ugniSeant  price  ditcounti.  Tbete  tame  inititutions  and 
plasi  are  promoting  Icn  espouivB  generie  drogt  whenever  poitible;  and  "•'*<";  out 
tlierapeatle  lobttitute*  that  can  treat  paticotx  eficctively.  In  mana^  caie,  phannadits  play 
ao  active  role  in  oonhteilng  indJvldnals  on  tafc  and  coM-efCcctive  altemattvec;  and  patients 
tfaenuelvei  take  a  more  active  interett  In  tiie  Qrpe  and  coit  of  dro^  they  take. 

In  addidon.  the  Health  Security  Act  wID  require  drug  manu&cturen.  at  a  condition 
of  pnHcipatiBg  to  Medtage.  to  fnMc  phartnwritfi  with  accew  to  pharniaBnutlcal  diieounti 
on  the  lame  tenni  that  have  prcviouiiy  been  available  on^  to  laige,  inititotional  purehaiea. 

The  Prcridcnt  hai  choteo  to  rely  an  compctldcn  whcro  It  li  reeioiuble  to  oqiect  that 
dmg  price  ooii^>etltioa  can  occur.  Wtaeo  generic  dmgi  or  imihiplr,  prodaeti  in  the  lame 
tfaerapeotie  olau  are  available,  maikot  fbreei  can  keep  pbannaceutieal  eipsndlturec  within 
roaBooahle  li«wi^* 

The  one  emeptlan  to  tfaii  maiket-baied  apprnaidi  b  die  loealled  "breekthroogh'  dnig. 
When  a  new  drug  is  approved  that  bai  no  therapemic  alternative,  or  Uiat  ofEen  a  nibctantial 
inqvoveoieat  over  eiiiting  therapies  there  It  the  poniblUq'  that  lade  of  compeiition  combined 
with  univenal  fauniBnce  coverage  £cv  pfaarmaceuticali  could  Vcad  to  price*  tiiat  are  mudi 
higher  than  tiiey  would  be  hi  tlw  correot  health  care  lyitem. 

DragetwerageEorall  Americaiuwfllbeapeniive,  evenif  prieei  arereatonable.  But 
lome  new  dnigi  have  recently  readied  the  market  at  a  cost  of  SSO,000  to  S300,000  per 
patient  per  year.  The  American  people  need  to  know  that  the  prieei  they  pay  beer  a 
mawnable  resemblance  to  the  coitt  of  retearch,  devdopment  and  production. 

We  will  address  this  problem  with  the  Adviioiy  Council  en  Breakthrough  Dnigi  called 

for  in  the  Prondcnt'i  plan.  This  Ooundl  will  review  the  launch  prices  of  new  chemical 

entitiet  ofiering  ngnifJCBnt  advances  over  esiiting  products.  Based  on  tbif  review,  the 

Coimdl  win  rep<»t  to  the  Seoetaiy  on  the  eost-eSeetiveness  and  tiierapcutic  value  of  these 
new  products  and  whether  tliey  are  priced  oonsivcly. 

The  Ooundl  would  base  its  detenninatims  en  prices  of  other  drug*  to  the  same 
therapeutic  class,  cost  infdnnatioa  supplied  by  the  manufacturer,  the  prices  charged  Cor  the 
dnjg  in  other  industrial  eountrica,  the  projected  prescription  volume,  "^'nomlf^  of  scale, 
product  stabtUty,  qiedal  manu&cturlng  requirements  and  research  costs. 
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Once  the  Seeretaiy  hai  received  the  Coonofl'l  SiKfingt  oo  the  bunob  prioe  of  a 
breakthrough  drag,  ihe  bai  the  authority  and  recpoiuibOity  to  publiib  thete  finding  for  the 
general  pubUe  through  a  notice  In  the  Fedeta]  RegUter.  TUi  infommtlan  ihould  he^  health 
alUancM  and  oooiumen  make  coit-cffoctive  dedijoni. 

Taken  together  with  the  eo^Heit  providan*  containnrt  hi  the  Health  Seenilty  Act  to 
control  overall  health  eottt,  we  believe  market  foreat,  mhtinm\  with  better  infomiBtioii  oo 
new  produetx,  can  control  the  grawtii  in  pharmaceutieal  prices,  and  can  eneoniage  innovative 
Orategiet  for  cott-efCectivc  drug  opendltures. 

Contliuiing  ESbrU  Ontside  the  Healdi  Security  Act 

Altfaoo^  the  Health  Seenrity  Act  li  comprehouhre  In  providing  drug  benefits  to  all 
Americani  imdcr  the  umbrcila  of  a  viable  cott  eontalnmoir  ttrategy,  it  Is  not,  and  ihoold  not 
be,  the  one  and  ool;  approach  to  defining  and  implemecting  prcuiiptias  drug  poUdet. 
Beyond  the  mandate!  of  the  Preiident'i  plan  there  are  lome  (tratcigiet  that  warrant  furtiiei 
cooiideratioa  and  rtiioiiitkxi.  Thete  Indude  wayi  to  encourage: 

o         drag  ntflftratlon  review,  to  fbnter  appropriate  uie  of  prescription  drugi; 

o         enntlniihig  medieal  education  in  dinloal  pbannacology,  Inrln/Btig  pharmaco-eeonomia, 
to  help  phjilcians  find  the  moit  cott-effeetive  tberapie*  for  their  patleoti; 

0         expanded  oie  of  patient  package  Interts,  to  get  effective  infonnation  directly  to 
patienti  on  the  proper  way  to  we  pretotiptlan  dragi; 

o         revised  oovcragc  goldelines  inch  ai  ou^tieat  troatmeoti  that  might  lubttitme  Ihr 
eq>eiiiive  iqiaticat  care; 

o         inaeaied  fixia  on  medical  ootcomei  data,  to  help  pfayiiciam  nndentand  the  optimal 
wayi  of  uiing  ipedfic  drag  product!;  and 

0         e^ianded  uie  of  practice  guidelines,  such  as  those  recently  iwued  by  the  Ageoi^  for 
Health  Care  Policy  and  Research  on  depression  and  prifflaiy  care. 

IHE  NEED  FOR  A  MEDICARE  PRESCRIPTTON  DRUG  BENEFIT 

Mr.  Chairman,  the  value  of  a  Medicare  drug  benefit  has  already  been  convincingly 
asserted  in  many  repott  by  tU*  Committee.  We  hope  to  call  upon  yonr  apatite  la  advice 
and  sqipait  as  we  work  towards  enacting  this  beoefiL 
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The  eldarly  ote  nuve  preici^rtioa  drugi  than  any  other  age  group  b  the  Unitod 
State*.  Medicare  beneCdatlei  puidiaie  on  average  15  prsuription  dnxp  each  year. 
However,  beaeSdariet  with  binetianal  impalonenti  lue  aboat  26  precoriptiatu  eseh  jeat,  and 
tfaote  in  poor  health  nie  over  31  preao^itiooi. 

We  know  that  Ute  iaa)arily  of  Medicare  benefidariea  lack  adnqnatn  iofoiaiiee 
coverage  for  pretaiptloa  dmp.  In  1989,  the  Congroaianal  Bodget  OfBce  wtimHtfKl  that 
coif  40  peteeot  of  li^edicare  benefidnrto  had  adequate  covtrage  for  preteription  diufi,  wfaDe 
60  pereent  ba<:  aUle  or  oo  eoveragc 

Apprtnifflately  30  percent  of  Medicare  enrollnei  lecdve  pieacdptiao  dn%  coverage 
thtoagh  K^ittx,  paap  beaUa  piaof.  However,  current  retirooi  could  loie  their  coverage  if 
former  empkycn  decide  that  it  i>  ttx>  eaipentive  to  cover  phanuBcentieak.  And  accortfing  to 
employee  beooSti  eapeiti,  fewer  and  fewer  fimu  are  rrprrsrA  to  offer  totnre  redreet  health 
and  dmg  coverage. 

Fmthetmorc,  presoiption  drugs  are  not  covered  by  the  majority  of  individiial  Medigap 
poUdet.  Only  ttuee  of  the  ten  ttandard  Xiedigep  plans  provide  pretcriptioo  drag  coverage. 
Bated  on  die  aperioice  of  one  large  innirer,  only  aboat  20  percent  of  Medigq)  poluTbolder* 
obtain  preicnption  drag  coverage* 

PuUo  MMieet  of  outpatient  preiedptlon  drug  coverage,  beddet  Medicare,  faichide 
Medkald  and  State  phannacetttieal  a..i.f«nM  programi.  Togedier,  thete  programi  pay  for 
00^  12  poceat  of  outpatient  drug  coats  fior  the  eldeity.  Medicaid  coven  the  coit  of 
preacription  drnp  for  ody  16  percent  of  the  elderly  who  are  poor  or  near  poor.  The 
ronainfag  84  pereem  —  or  10  siDUon  -  poor  and  near  poor  older  Amedaeni  do  not  qualify 
Gar  Mi>*'-ql''  and  in  preteription  drug  progrmn.  In  ntfoatt)  to  the  growing  need  for 
pretcriptioo  dmg  coverage  among  their  eUeriy  dtizem,  oafy  nine  atatet  have  developed  (tate 
phatmaceotiea]  aiditanoe  program. 

BeaaoM  pnhfic  and  private  eovcrafo  it  flmited,  Modcare  benefldarfai  muft  pay  for 
the  nutfcrify  of  medlcationf  out-of-pockBt  Over60paceat  of  dlddorly  preaa^ondnig 
ecatt  are  paid  oiU.of-pocket,  maUag  It  the  pdmaty  loaice  of  payment  for  pietcriptian  drugi 
br  thoae  65  and  older.  HCFA  aetnaiiet  edimate  Hut  apprcsimatdy  fiS  percent  of  bendSda- 
itaa  used  preMt^ptkn  dnigi  in  1992,  at  an  average  ooit  of  $604  per  oter. 

And  tadly  enough,  the  drug  purcbadng  power  of  beneficiaries  is  rapidly  decreasing. 
Presoripdoo  drug  prices  are  growing  much  more  n^dly  than  the  rest  of  the  economy  —  six 
times  tta  rats  of  infladon  since  1960.  Ai  a  retnh,  beoefidaiies  -  most  of  «4iam  Kve  on  a 
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fixed  tncome  -  arc  breed  to  make  difBcult  choices  between  pretcriptloa  drugs  and  other 
needs.  Acoordlng  to  a  1992  survey  by  the  American  Auodation  of  Retired  Penoot,  one  of 
levea  teniar  dtizeot  tetponded  that  they  hare  biled  to  GD  a  prescription  beeanse  it  was 
tbaply  too  apemhrc  About  10  percent  laid  th^  had  to  cut  back  on  neceuarf  items  inch  at 
food  and  heatjQg  oil  to  afiord  their  medicadont. 

Bj  (brgaing  ««i<"««i  meifieatiaa*  or  modifying  drug  regimeoi,  the  elderiy  comptomiie 
their  health  and  pertiapt  ineieau  the  liketihood  that  they  will  need  more  faucoiive  health 
care  la  the  fotora.  Adding  a  pretcription  drag  benefit  wiH  help  eoniFc  that  tiie  elderly  get 
die  drugl  pmrribfd  by  their  physidani. 

In  addition,  a  preicr^ition  drag  beneGt  win  malce  the  Medicare  program  conaicteot 
with  the  (tandaid  benefit  paclmge  oCCered  by  all  health  care  plani  Dnder  Health  SecuiUy  Act 

PB0VISI0N5  OF  THE  BENEFIT 

tender  tlie  Preddent'i  plan,  tibc  Medicare  oatpatieot  pre«er^)tlon  drag  benefit  li 
lehedtded  to  b^in  oo  Januaiy  1, 1996.  Aiiy  Medicare  bcnefidaiy  enrolled  In  the  Part  B 
program  wfl]  automatically  be  covered  by  the  now  preicdption  drug  benefit  on  that  date. 


The  Medicare  drug  benefit  will  cover  all  drugs,  biologleal  ptxJucts  and  insulia 
approved  by  the  Food  and  Drug  AdmlnlstTatiotL  Medicare  will  cover  the  oS4abcl  use  of 
drug!  if  the  use  it  Utted  m  at  lean  one  of  the  three  national  con^ieodia  or  If  the  use  is 
approved  by  the  Secreiaiy.  Medicare  will  not  cover  off-label  uses  if  the  use  it  reported 
unfavorably  in  one  or  more  of  the  compeodta,  or  the  Scaetary  determines  the  ate  of  the 
drug  is  medicaliy  inappropriate. 

Qoall^  Affnraace 

Hie  Pieaidenf  I  propoial  doe*  not  Nop  widi  limply  maUng  prtaeriptico  divgi 
aeee«ible  for  Medicare  beoeficiarie*.  We  alio  timnt  to  eniure  that  tiie  preacription  drugi 
benefidailes  rocehie  will  be  uiad  lafeJy.  We  are  very  concerned  about  current  reiearch 
lfvtirjrin£  that  inappropriate  preicribing  and  dispensing  practices  oftoi  reinlt  in  advene  drug 
reactions  hi  the  eldetfy.  A  recent  RAND  CoipoiBtion  review  mtfrnRtwl  that  more  than  40 
percent  of  preacriptions  for  those  over  age  65  are  inappropriate.  Resulting  advene  reactions 
am  (""<  to  drug-jndocad  Olnas,  hoqdtalizatiQn,  and  even  death  —  in  addition  to  Ineoning 
avoidable  and  wasteful  omcoditures  for  the  benefidaiy  and  the  guvdiunenl. 
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Id  reqwoK  to  thete  findJnfi.  the  Preddent'f  propoul  inefaidei  ievcnl  quaHiy 
tuuimce  niBftiwriiini  that  will  lexl  to  improvementt  la  preterlblng  by  pbyiieiaiu,  diqieoiing 
by  phwTnnHfftT.  and  uldmately,  better  ufioly  for  patlooti. 

Pint,  the  Sectetaiy  vSU  ettaUiib  an  edoeatkn  progrm  to  promate  appropriate 
ptetorlbing  and  diq>ea«lng  of  mnrtifaitimii  by  pfayiiciaiu  and  pbannacsti.  Thk  program  will 
Identify  and  educate  pbycidaat  and  pharmadt  U  conoentin;  patten*  of  InappropriatB 
presdiblDg  and  diipeoilDg,  imtancet  of  lubstandard  care  with  reipcct  to  diugi,  potential 
advetie  reactiont,  and  the  appropriate  uie  of  generic  dnigt. 

Out  lecond  quality  auuranee  proviiion  wiH  require  phannadtti  to  antwer  tile 
quettioni  of  their  Medicare  ciutomen  to  ensure  tbat  tbey  know  how  to  propoiy  take  their 
mwticatinni. 

Third  and  petfaapi  moit  importantly,  our  ptopoaal  authorizei  m  to  eftabUlb  both 
Ktrotpeetive  and  proipective  drag  utDiration  roviow  (DUR}  prognuni.  Retroipcctivc  DUR 
k  a  Kreeoing  prooew  that  takn  place  afia  the  medieatloD  ha<  been  dkpeoied.  DURii 
lnrf!v<*^  to  idepitify  patterns  of  groa  overnie,  inappropriate  or  medically  unneceaaty  care, 
and  fraud  and  abtue.  With  DUS.  If  the  medinatinn  preteribcd  or  ditpenied  were  dMermined 
to  be  lo^ipropriate,  tome  Qpe  of  interreadaD,  ucfa  at  a  letter  or  pbooe  call  directed  at  the 
pfayiidan  or  phannaeitt,  wonU  be  Initiated  by  Medicare. 

A  proapective  DUR  prognm  wonkl  require  phannacisa  to  (creen  fat  drug  therapy 
problmu  befqre  eada  pnaafattan  li  diapented  to  a  beaefidary.  Protpective  DUR  wmld  be^ 
vould  help  pharmadits  identify  and  eotreet  many  potential  drag  therapy  proUemi. 
Praqiectlve  DUR  eoiUd,  far  eaa^e,  alert  the  phamiHrict  that  a  drug  win  advettely  tntsact 
with  other  dru9  ^nV^  by  the  boie&daiy,  it  icapprt^riate  given  the  medical  mntHtinn  of  die 
patlCDt,  or  duplicate*  the  eSect  of  drogi  currently  taken  by  the  beneBdaiy.    In  ariflitinn. 
pntpectJve  DUR  tyitemx  may  alto  alert  the  pfaannadit  or  claims  proccsson  to  potentiBl 
fraud  and  abuse  tituationi. 

Coit  Sharing 

The  Medicare  drug  benefit  win  be  provided  to  beneficiaries  after  they  have  met  an 
annual  drag  deduct"ble  of  J250.  As  with  other  Part  B  benefits,  bcneficiarlet  wffl  pay  a  drag 
premiua  tiul  wiD  Aiod  25  percent  of  Medicare's  new  drag  benefit  On-  aetuaiiet  have 
estimated  tbat  the  new  drag  benefit  win  add  about  $11  per  montfa  to  the  Part  B  pianhun. 
Benefldariet  wOl  pq>  20  peneot  ooiosuraooe.  However,  unlike  otlier  Part  B  beaelSti,  then  is 
an  out-of-pocket  limit  of  StOOO  per  year  on  benefidary  tpeodiag  for  preacriptioo  drags. 
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Cost  CaattlBmcMt 

Our  propouj  reecgoizes  the  importance  of  eo<t  cantainmeot  proviooiu  to  emore  that 
the  drug  benefit  vlU  remain  aSbrdable  to  both  bennfirinriag  and  tazp^en.  We  have 
InH^i^*^  tevenl  cost  i;'r»n^^""'^-"*  medianitau  ~  including  a  'nftTi"r*^'"'^^''  rebate  program, 
a  proviiioD  for  a  ipedal  rebate  if  a  new  drug  it  oceuivcty  priced,  and  btuaHivu  to  eooouf 
age  the  ute  of  generic  dmgl. 

Medicare  win  t^M^nm*'  the  largett  nngle  purchase!'  of  many  medications  under  this 
propotaL  In  addition,  with  covaagc,  pteicription  drug  oiage  among  Medicare  beneSdaiies 
trOI  lllcdy  grow.  As  a  retuh.  Medicare  deserves  some  lend  of  (fiicoont  —  I  don't  think  anyone 
would  dispute  that  One  of  our  goals  in  crafting  this  new  benefit  was  to  contain  prcsoiption 
drug  costs  for  the  Medicare  program  while  retaining  adequate  incentives  lor  research  end 
development.  We  believe  we  have  achieved  this  goal  in  our  proposed  dmg  rebate  program. 

Under  the  prc^Kucd  Medicare  drug  benefit,  there  wQl  be  three  categories  of  rebates 
paid  by  manu&cturen  —  basic  rebates,  additional  rebates  for  drugs  with  largo  price  increases, 
and  special  rebates  if  new  drugs  are  excessively  priced.  Basic  rebates  guarantee  Medicare  a 
discount  equal  to  either  17  percent  of  the  average  manufacdiren  retail  pciec  (AMSF)  or  the 
price  paid  by  nan-retail  Institutiona]  purchasers  such  as  hospitals  and  HMOs.  The  AMRP  is 
tiie  1^1^  paid  to  the  manubcturer  by  wholesalers  Cor  products  to  be  distributed  by  retail 
The  mannbcturer  will  be  required  to  provide  us  with  the  AMRP  and  tiie  average  manufac> 
turer  noo-retai]  prices  (AMKRP)  for  each  drug  product  so  that  we  can  calculate  the  rebates 
owed  to  us  by  each  compatqr. 

Additional  rebatos  wQl  be  paid  by  manubcturen  for  each  drug  whose  price  iiMzcates 
{aster  than  the  rate  of  inflatioD. 

Under  the  President's  proposal,  the  Secretary  could  negotiate  prices  tor  new  drugs 
that  are  determined  to  be  overpriced  Many  times,  manu&oturers  have  traditionally  charged 
whatever  the  market  will  bear  when  pricing  new  drugs.  The  price  of  a  new  drug  is  often  high 
because  otho'  nanufacturen  are  prohibited  from  allying  a  patented  drug. 

There  is  no  particular  formula  for  calculating  the  appropriate  rebate  for  new  drugs. 
Instead,  hi  determining  wbetlier  an  additional  rebate  is  reqniTe4  the  Secretary  will  carefoOy 
consider  a  number  of  &cton  including  the  prices  of  other  drugs  in  the  same  therapeutic  class, 
cost  informatioo  supplied  by  the  manufacturer,  and  prices  of  the  drug  In  other  iadusBrialized 
countries.  If  an  agreement  caimot  be  reached  within  six  months,  the  Secretary  would  be  able 
to  exclude  coverage  of  the  new  drug  under  Medicare.  However,  the  exclusion  of  a  new  drug 
from  the  Metiicare  program  is  expected  to  be  a  rare  occurrence. 
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IncEDtivei  to  eDcaarege  the  me  of  tenetie  dniei  are  alio  included  in  tiiii  plan  becauie 
tbegr  ofEor  oomparablc  quality  at  lower  prlooL  Oenerlc  nibitttutei  aie  geoeraOy  aucb  len 
eapeoilve  than  tiie  carretpanding  brand^ame  product  Cnnwiniin  geoeraOy  pay  30  to  SO 
percent  lea  when  an  eqnivaleat  fcnerie  drag  U  dlipenied  Initead  of  the  brand-namo  venloa 
Our  ptopoul*  to  promote  geiterle  lubititntlfin  are  ctmiliteot  witli  atate  lawi.  An  fifty  itatec 
have  lome  Eons  of  geoeric  tnbttituttoa  lam  to  eocooiage  the  ate  of  {eooic  dnigL 

Unlet!  a  brand  Dame  drug  is  ipedfically  requeited  by  tbe  plquidan.  MeiStare  idl  only 
pi?  tbe  pbannadit  the  eott  of  the  (soerie  whaHntte  -  ^vtng  the  i>if""»'i«t  an  ineeotiw  to 
diapeoie  genedc  dnga. 


As  a  wwdltfcm  of  partidiwlion  in  tlie  Medicare  program,  all  phannarlrtt  would  have 
to  aeeept  Medicaie'i  pqmaeDt  amoont  for  drags  dispenaed  to  beoefidaries.  In  general, 
pjinrmaritfs  wID  be  paid  tfaeir  eatimated  acquirition  cott  (EAC)  phis  a  di^aenting  be.  The 
Secretary  bai  broad  diicretian  to  detennine  tbe  EAC  Tbe  EAC  may  equal  a  percentage  of 
the  Average  Wboksalo  Pdoe  (AWP),  or  tbe  Secretary  may  determine  tbe  EAC  by  lutveying 
wfaolesalen  or  phBrniBdns.  The  EAC,  however,  cannot  bo  established  at  greater  than  93 
pereent.of  the  AWP.  Tbe  diq>aising  fee  wiH  be  set  at  $5  per  prescription  and  will  be  taidcied 
to  the  Cfmmmnf  Price  Index.  The  ditpensiog  foe  ccaapeosatet  pharmacists  for  SIHng  tbe 
preacrtptlon  and  answering  the  bmeficiariet  questions  regarding  mecfieation  osage. 

IMPACT  or  THE  BENEFIT 

The  Medkaie  drag  benefit  wOl  not  only  assist  bencfidaries  in  paying  tat  needed 
medkatloas,  it  will  alio  bcreaie  pharmaeeutieal  company  and  pharmacy  lak*  and  guarantee 
the  federal  govvromcDt  a  bir  discount  as  a  major  purchaser  of  pharmacentieals. 

FharatacBBtiGal  ManoflKfamn 

Although  mannlacturen  will  be  required  to  pay  rebates  to  HCFA,  they  will  stiD  see 
iocteased  sales  to  a  large  and  growing  segment  of  the  population.  Fnrdietnuve,  the  rebates 
paid  by  manu&ctmea  are  oSiet  by  several  factors.  Pint,  oace  a  mannfticfnrer  signs  the 
rebate  agreemat,  ^  the  eon^nny's  drugs  wHl  be  corvered  ooder  tbe  Medtore  drug  benefit 
because  the  new  drag  benefit  does  not  establish  a  restrictive  bmnulaiy.  Second,  rebates  are 
only  required  for  brand  name  products.  Drag  companies  do  not  have  to  pay  rebates  for 
geooic  drags.  And  tUrd,  tbe  drags  used  by  (he  approximately  B  mDlion  hmefidaries  enrolled 
In  in«n«(f«i  care  plans  and  the  wattdog  aged  are  oot  subject  to  the  Medicare  rebate  program. 
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Pracripdon  drugi  used  by  tbete  beneficiaries  will  be  eicluded  cjiiee  we  believe  managed  care 
plani  already  n^otiate  lubitaDtial  rebates  froni  manubctniers  for  dnigt  used  by  their 
enroUeet.  And  noce  more  Medicare  beneSdaries  wiD  enter  managed  care  plant  ova-  time, 
the  total  rebates  paid  by  manufacturer*  will  continue  to  decrease.  Finally,  since  under  tlie 
Health  Security  Act  Medicaid  redpientt  will  receive  their  drug  coverage  through  itate 
alHaiicet,  manufaeturen  will  no  longer  be  required  to  pay  rebates  to  the  Medicaid  program. 

Phanaadftii 

A  new  Medicare  drug  benefit  will  also  result  In  increased  sales  for  pbamadsti. 
Equally  Important,  the  Medicare  rebate  program  takes  phannacists  out  of  the  middle  of  drag 
pricing  problems,  Pbatmadsts  are  paid  for  the  drugs  they  dispense  to  beneficiaries,  and  only 
inann£aeturers  are  required  to  pay  rebates. 

In  Bd'tiHnfii  our  proposal  guarantees  retail  phannacists  equal  aeceu  to  phamaceotical 
diiOOants.  Hius,  if  a  porchasing  group  of  retail  pharmacists  oEEen  a  mamibeturer  similar 
prpnonilfl  advantages  (vohmie  buying,  mariDetbg  eanlusivfty,  prompt  payment,  sin^e  site 
deUveiy)  as  an  institutianal  provider,  tiiat  group  of  pharmacists  is  entitled  to  timilcr  discounts 
from  the  manufacturer. 

Federal  GoTtmineBt 

Besides  receiving  a  fair  diseoimt  as  the  largest  porehaser  of  phannaceoticals  In  the 
worid,  the  Federal  government  wili  greatly  benefit  from  a  Medicare  prescdptian  drug  benefit 
because  drag  utilization  review  and  other  quali^  assurance  mechanisms  hold  the  promise  to 
safeguard  quality  and  potentially  reduce  Medicare  program  costs. 

ADMINISTRA'nON  OF  THE  NEW  BKNEPIT 

I  know  that  there  i>  conccin  about  administering  this  new  prescription  drug  benefit  I 
would  pdtat  out  that  wc  have  gained  Invaluable  e^qwrience  in  developing  and  implrmmting 
the  Medicaid  preacription  drug  program.  We  can  look  with  some  pride  at  what  we  have 
accomplished  with  the  States  over  the  last  3  years  in  the  Medicaid  prescdptian  drag  program. 

HCFA  has  a  good  track  record  with  drag  maou&cturcn  and  States  in  developing 
working  relationships,  establishing  now  data  and  reporttog  systems,  and  implementing  billing 
and  processing  systems.  We  have  worked  together  to  create  a  rebate  agreement  ftat  meets 
legal  requirements,  protects  proprietary  Information,  and  preserves  current  market  Interac- 
tions, We  have  created  mutually  agreeable  deGnltloiu  and  nomenelatme  to  describe  onr 
working  relationsh^  And  we  continue  to  develqi  a  proceu  {or  retoMng  the  disputes  that 
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an  bomul  to  arite  in  nicfa  oomplac  tnteraetiaat.  Tfaif  «in  lerve  ai  a  tolU  fomirtatlon  Ear  tb» 

mtmlnhlfarinn  nt  Hw  nwp  UkAjtbtk  llnig  hwirflt. 

Tlie  aaior  cliaBea^  to  the  HeSeait  pFogram,  of  eoorte,  ii  tbt  ennrmom  volume  of 
dainu  tiiBt  nicb  a  benefit  would  prodnoc.  A  Medicare  preteripdoD  drug  beoefit  oouU 
prodnoo  more  than  a  bflUon  additional  claims  annually,  well  above  the  total  coirent  voltune 
Ear  bS  the  rest  of  the  Medicare  program  of  660  mDlioa  claims.  Sucii  volume  would  be  bett 
bandied  by  electronic  on-line  lynemx  in  pharmacies  for  drag  utilization  review  eai  daimi 
pejimeot  purpotet. 

WhUe  eomplei,  sn  dectrooic  drug  claim*  proeeuing  aytton  icoms  much  more 
achievable  now  than  5  years  ago,  when  we  were  vorldng  on  the  Medicare  catastrophic  drug 
benefit  Currently,  Medicare  leads  the  industry  in  electronic  claims  processing.  Medicare  is  - 
now  developing  a  state-of-Ae  art  Medicare  transaction  system  that  vriU  eomididate  the 
current  14  claims  processing  systems  aeross  the  country  into  a  single,  unifocm  system  at  a 
Wwilnul  number  of  sites.  As  our  technological  capabillt;  grows,  it  provides  a  systems  in£ra- 
sttueture  that  will  make  Medicare  more  responsive,  effideot  and  eSeetWe  in  our  relatloaships 
with  baiefidaritt  and  provideit,  and  {adUtates  the  implementation  of  an  electronic  system 
for  drugs  claims  processing  and  utilization  rawiew. 

Mr.  Chairman,  this  country  has  tlie  reaources  to  provide  all  Americans,  inHni%j  the 
elderty,  with  the  health  care  sarviees  we  need  for  everyone  to  bve  more  productively  and 
oomfortably.  The  Medicare  prescription  drug  benefit  proposed  bi  the  Health  Security  Act  it 
aSordable  and  necessary  to  make  more  r'-^y^^'  the  pro(>>''>e  of  health  security  rrwwtnd  over 
25  years  ago. 

CONCUJSION 

The  President  is  committed  to  assuring  all  Americans  afGardablc,  coiuprcfaeiisive 
covoago  Ear  procription  drugs.  We  believe  the  mechanlfms  outlined  in  the  Health  Security 
Act  vnD  provide  the  weans  for  achieving  these  goals.  At  the  seme  time,  Mr.  CbsinoBJU  the 
Administration  stands  ready  to  learn  from  and  work  with  yon  and  the  Committee  to  enact 
this  important  benefit  Your  opcrtise  and  leadcnliip  will  be  a  guiding  ligtit  as  we  woiic  with 
the  Congress  to  ensure  our  objectives  are  met 

We  would  t>e  pleased  to  answer  any  questions. 
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The  Chairman.  Dr.  Smits  and  Dr.  Lee,  thank  you. 

Any  and  all  additional  statements  that  you  have — once  again,  we 
are  going  to  leave  this  hearing  record  open  for  2  weeks.  We  encoxir- 
age  you  to  place  the  full  text  of  your  comments  in  the  record  if  you 
do  not  get  to  complete  them,  and  also  any  extraneous  matter  that 
would  support  your  findings  and  your  conclusions. 

We  are  going  to  adopt  the  5-minute  rule  here  for  each  Senator 
during  the  questioning  period.  We  hope  that  our  colleagues  will  be 
sensitive  to  that. 

How  many  new  seniors  are  going  to  be  covered  under  the  Presi- 
dent's proposal  for  their  pharmaceutical  needs?  How  many  people? 

Dr.  Smits.  Right  now  about  30  to  40  percent  of  our  beneficiaries 
have  some  benefit  that  they  already  buy  that  they  can  give  up. 
Over  60  percent  of  all  Medicare  beneficiaries  will  be  "new  seniors." 
I  can't  give  you  a  hard  number. 

The  Chairman.  Maybe  you  could  do  some  study  there  and  supply 
that  for  the  record. 

Dr.  Smits.  Sure. 

[Subsequent  to  the  hearing,  the  following  information  was  re- 
ceived for  the  record:] 

About  58  percent  of  Medicare  beneficiaries  will  meet  the  annual  deductible  each 
year  and  receive  coverage  under  the  proposed  Medicare  drug  benefits. 

The  Chairman.  How  many  new  consumers  Eire  the  drug  compa- 
nies going  to  have  for  their  products  under  the  President's  plan? 

Dr.  Lee.  Two  factors  will  affect  that.  One  is  the  population 
growth  as  we  go  forward.  As  you  know,  that  continues  every  year. 
That  is  one  factor.  We  will  have  more  people  in  the  population.  For 
those  under  65  who  do  not  have  a  prescription  drug  benefit — al- 
though many  of  them  purchase  the  drugs  currently  out-of-pocket, 
as  you  pointed  out,  for  both  the  elderly  and  those  under  65— many 
are  not  able  to  ^ord  the  drugs,  so  they  minimize  the  purchase  or 
they  do  not  purchase.  We  do  not  have  good  data  on  what  numbers 
of  the  uninsured  under  65  are  imable  to  purchase  prescription 
drugs  because  of  price. 

I  cannot  give  you  a  fully  accurate  estimate,  but  there  is  an  even 
smaller  percentage  of  those  under  65  with  prescription  drug  insur- 
ance— I  mean  of  those  who  are  not  insured.  So  I  would  say  that 
there  would  be  at  least  perhaps  a  10  to  20  percent  increase  in  de- 
mand. It  might  be  higher  and  we  might  be  able  to  give  you  a  more 
accurate  estimate  as  we  really  reflect  on  that,  but  I  would  say  at 
least  a  10  to  20  percent  increase  in  demand  for  prescription  drugs 
as  a  result  of  the  comprehensive  benefits  included  in  the  Presi- 
dent's plan  both  for  those  under  65  and  over  65. 

That  is  likely  to  be  a  somewhat  higher  percentage  increase  for 
over  65  because  they  have  a  much  higher  need  for  prescription 
drugs,  more  chronic  iUness,  and  more  prescriptions  per  beneficiary. 
So  I  think  we  will  see  a  significant  increase  for  both  age  groups. 

The  Chairman.  I  have  been  very  concerned  about  this  aspect  of 
the  President's  proposal.  I  think  it  has  to  be  worked  through  and 
properly  adjudicated.  My  concern  is  that  we  are  bringing  in  mil- 
hons  of  new  consumers  of  pharmaceutical  products  for  the  drug 
companies  into  the  system  but  have  no  way  to  control  the  prices 
that  these  consumers  pay.  Therefore  the  drug  companies  have  the 
best  of  both  worlds. 
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I  want  to  at  least  let  them  know  that  we  are  going  to  be  monitor- 
ing very  closely  the  prices  they  charge  because  they  are  getting  a 
lot  of  new  business  potential. 

Dr.  Lee.  That  is  why  I  think  that  in  the  competing  plans,  where 
there  is  a  cap  on  the  expenditures  in  those  plans,  there  is  an  incen- 
tive for  the  physicians  and  the  others  in  the  plans — and  even  the 
consumers — to  use  drugs  appropriately.  And  volume  is  a  significant 
problem.  I  think  we  will  see  better  control  on  volume. 

So  as  we  see  more  people  insured,  we  will  have  better  mecha- 
nisms to  improve  the  prescribing  and  improve  compliance  on  the 
part  of  the  patients.  So  we  will  have  more  appropriate  drug  use  in 
those  plans. 

The  Chairman.  My  first  5  minutes  is  drawing  to  a  rapid  close. 

The  manufacturers  argue  again  and  again  that  this  plan  pro- 
posed by  the  President — or  any  plan  that  relates  to  price  controls 
or  monitoring,  is  going  to  destroy  research  and  development. 

How  would  you  respond  to  that? 

Dr.  Lee.  First  of  all,  there  are  no  price  controls:  There  is  com- 
petition in  the  plans  for  the  purchase.  So  we  have  a  competitive 
system  for  the  bulk  of  the  purchase. 

Second,  we  have  continued  to  make  a  major  investment  in  NIH 
in  research  and  development  to  foster  new  drugs.  One  of  the  big 
consequences  is  new  research  and  development. 

I  do  not  see  price  controls  as  a  significant  factor.  I  do  see  com- 
petition as  the  principal  way  we  will  achieve  cost  containment. 

The  Chairman.  Dr.  Smits,  would  you  like  to  add  on  to  that? 

Dr.  Smits.  I  would  agree  that  the  real  way  prices  will  be  set 
imder  the  President's  plan  is  that  individual  plans  and  Medicare 
will  negotiate  with  manufacturers.  That  is  a  very  important  step. 
And  that  is  not  price  control. 

The  Chairman.  Thank  you. 

My  time  is  about  to  expire.  Senator  Cohen. 

Senator  COHEN.  Thank  you,  Mr.  Chairman. 

Dr.  Lee,  as  I  understand  it,  under  the  President's  plan,  the  Sec- 
retary of  Health  and  Human  Services  would  have  the  discretion  to 
exclude  a  drug  fi-om  Medicare  coverage  if  the  Secretary  believed 
the  price  of  that  new  drug  was  "excessive"  and  an  "acceptable  re- 
bate amount  to  Medicare  could  not  be  negotiated."  Is  that  correct? 

Dr.  Lee.  That  is  correct. 

Senator  COHEN.  You  have  made  it  sound  awfully  simple  that  you 
would  be  able  to  determine  what  is  an  excessive  amount  by  looking 
at  the  manufacturer's  costs.  Does  the  manufacturer  have  to  supply 
proprietary  information?  What  kind  of  information  does  a  drug 
manufacturer  have  to  supply? 

Also,  I  think  you  have  indicated  that  the  costs  of  other  medica- 
tions in  other  industrialized  nations  would  be  taken  into  accoimt. 
As  I  understand  it,  many  industrialized  nations  have  price  controls 
over  their  drugs,  so  how  would  you  take  into  account  what  other 
countries  are  allowing  to  be  charged  in  factoring  in  what  is  reason- 
able? 

Dr.  Lee.  Let  me  begin  with  the  second  part  of  that. 

There  are  different  mechanisms  in  different  industrialized  coun- 
tries to  control  the  price  of  prescription  drugs.  In  Great  Britain,  for 
example,  they  have  a  negotiated  price  and  they  include  profit  of  the 
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corporations  in  that.  They  also  Hmit  in  that  case  the  amount  of 
money  that  can  be  spent  on  marketing  and  promotion. 

Senator  Cohen.  But  if  you  take  into  account  other  countries  who 
in  fact  have  price  controls,  how  does  that  really  relate? 

Dr.  Lee.  The  different  mechanisms  are  used  in  different  coun- 
tries to  achieve  that.  We  know  that  in  the  last  10  years — in  the 
1980's — ^American  citizens  who  paid  for  their  prescription  drugs 
subsidized  the  lower  prices  charged  in  Europe  and  Canada.  There 
seems  to  be  very  good  evidence  for  that. 

That  is  one  of  the  factors.  You  will  look  at  those  comparative 
prices.  The  fact  that  they  will  negotiate  in  England  for  a  price — 
they  will  come  up  with  a  price — suggests,  at  least,  that  that  is  to 
some  extent  a  market-driven  approach  as  opposed  to  controlling 
the  price  of  a  particular  product  in  the  market,  as  I  beheve  they 
do  in  some  other  countries.  That  is  of  limited  value,  but  some 
value.  A  second  factor  would  be  comparable  drugs  in  the  United 
States  in  the  same  class  or  for  the  same  disease,  whether  it  is  a 
breakthrough  drug,  and  the  charges  for  those  other  drugs. 

The  amount  of  information  that  would  be  provided  with  respect 
to  the  price  that  would  be  set — ^whether  it  is  excessive — it  would 
seem  to  me  that  the  corporations  would  have  to  justify,  if  it  ap- 
pears to  this  advisory  board  that  the  price  is  excessive,  it  seems  to 
me  that  they  would  provide  information  on  the  R&D  costs  and  on 
other  costs  that  would  justify  their  price. 

It  is  hard  for  me  to  imagine,  if  we  have  a  real  breakthrough 
drug,  that  that  is  going  to  be  excluded  from  being  part  of  Medicare 
or  part  of  any  competing  health  plan.  The  plans,  of  course,  can 
make  those  decisions  as  well.  But  I  beheve  that  when  we  have  a 
significant  advance,  those  drugs  are  going  to  be  included  because 
they  will  be  essential. 

Senator  COHEN.  Let  me  just  indicate  for  the  record,  I  believe 
OTA,  the  Office  of  Technology  Assessment,  will  indicate  that  it  will 
be  very  difficult  for  any  advisory  boeird  to  come  up  with  an  assess- 
ment as  to  what  is  reasonable  or  not  or  what  is  excessive,  but  we 
will  defer  that  for  a  moment. 

Given  that  the  standard  benefits  package  in  the  President's 
hesdth  care  plan  requires  the  coverage  of  prescription  drugs,  the 
question  I  have  is  whether  health  alliances  be  required  to  cover  all 
prescription  drugs  that  a  doctor  might  indicate  is  medically  nec- 
essary, or  would  these  health  alliances  have  the  same  rights  as  the 
Secretary  to  exclude  a  drug  fi-om  coverage  if  they  thought  the  raan- 
ufacturer's  price  was  unreasonable? 

Dr.  Lee.  The  health  plan  will  decide,  through  their  formulary, 
what  drugs  they  will  include,  as  they  now  do.  Kaiser  Permanente, 
Group  Health  of  Puget  Sound,  or  the  other  health  plans  decide 
which  drugs  they  will  include  in  their  plan.  They  would  have  the 
authority  to  include  or  not  include  a  drug  that  was  approved  by  the 
FDA.  But  again,  if  you  have  a  breakthrough  drug,  I  can't  imagine 
that  they  would  not  include  it. 

Senator  COHEN.  There  are  widely  varying  estimates — similar  to 
oxir  NAFTA  debate  right  now— of  exactly  what  the  pharmaceutical 
industry  will  gain  or  lose  under  this  proposal.  There  are  some  who 
argue,  for  example,  that  you  are  going  to  cover  70  million  people. 
Obviously,  with  the  extended  coverage,  the  drug  industry  will  bene- 
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fit.  The  drug  industry  will  counter  by  sajdng  that  we  may  get  70 
million  more  people  covered  but  you  have  the  heavy  hand  of  Gov- 
ernment regulation  coming  in  and  holding  down  profits,  so  that  vl- 
timately  they  would  lose. 

The  question  I  have  is  whether  or  not  the  Administration  has 
made  any  kind  of  analysis  for  a  net  economic  impact  upon  the  in- 
dustry itself. 

Dr.  Lee.  We  will  have  to  check  that  for  the  record.  I  don't  have 
that  information  in  my  head. 

Helen,  do  you  have  any  net  economic  impact  information? 

Dr.  Smits.  Our  actuaries  have  been  focused — as  I  am  sure  you 
know — on  accurate  estimating  of  the  cost  of  the  plan.  That  does  in- 
clude assumptions  about  how  many  people  will  use  drugs  and  what 
that  will  cost.  We  will  be  glad  to  provide  those  to  you. 

I  don't  believe  we  have  done  the  next  step  estimates  of  impact 
on  the  industry. 

[Subsequent  to  the  hearing,  the  following  information  was  re- 
ceived for  the  record:] 

According  to  HCFA  actuaries,  the  increase  {net  of  rebates)  to  all  drug  manufactur- 
ers as  a  result  of  the  Medicare  outpatient  prescription  drug  benefit  alone,  is  esti- 
mated to  range  fi-om  $3.9  billion  in  1996  to  $5.7  bilUon  in  2000. 

The  net  impact  on  brand  name  drug  manufacturers  is  projected  to  range  from 
$2.6  billion  in  1996  to  $4.0  billion  in  2000. 

The  net  impact  on  generic  manufacturers  is  projected  to  range  from  $1.3  billion 
in  1996  to  $1.8  billion  in  2000. 

These  estimates  take  into  account  the  actuaries'  projections  for  new  drug  sales 
among  Medicare  beneficiaries  resulting  from  the  benefit.  This  amount  is  reduced  by 
the  rebates  that  manufacturers  will  have  to  pay  in  order  to  have  their  drugs  covered 
by  Medicare.  The  figure  is  also  increased  by  the  projected  Medicaid  rebate  amounts 
that  will  no  longer  be  paid  by  manufacturers  since  recipients  will  enter  state  health 
alliances. 

Senator  COHEN.  My  time  is  up. 

Thank  you,  Mr.  Chairman. 

Dr.  Lee.  We  just  note,  as  an  aside,  that  there  will  be  signifi- 
cantly lower  marketing  costs  for  the  pharmaceutical  companies  as 
they  deal  with  HMOs  as  opposed  to  marketing  to  individual  physi- 
cian prescribers.  So  we  will  see  some  significant  areas  for  potential 
savings  for  the  industry  as  well. 

The  Chairman.  Senator  Bums. 

Senator  Burns.  Thank  you,  Mr.  Chairman. 

You  all  have  already  asked  all  the  questions  I  wrote  down. 

Dr.  Lee,  it  is  nice  to  see  you.  I  am  glad  I  got  to  go  across  Mon- 
tana with  you,  although  we  didn't  get  to  do  a  lot  of  sight-seeing. 

Dr.  Lee.  I  would  love  to  come  back. 

Senator  Burns.  We  would  like  to  have  you  come  back,  too. 

It  concerns  me  that  we're  talking  about  a  lot  of  different  people 
negotiating  lots  of  different  things  with  different  pharmaceuticals. 
Yes,  I  would  agree  that  most  of  the  breakthroughs  in  the  expansion 
of  our  knowledge  in  the  health  care  field  have  come  through  pri- 
vate grant  and  universities  where  you  do  research.  We  deal  a  lot 
with  oxir  land  grant  colleges  across  this  country. 

It  seems  to  me  that  most  of  the  research  would  be  directed  to  the 
NIH.  Is  that  a  wrong  assumption? 

Dr.  Lee.  NIH  funding,  of  course,  goes  to  investigators  in  univer- 
sities and  various  nonprofit  institutions.  About  85  percent  of  the 
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funding  for  research  is  ejctramural  and  about  15  percent  is  re- 
search done  actually  on  the  Bethesda  campus. 

Senator  Burns.  But  most  of  the  breakthroughs  have  not  been 
found  at  NIH  but  at  our  different  colleges  £ind  universities  and 
through  research  done  in  the  private  sector. 

Dr.  Lee.  NIH  increasingly  ftmds  basic  research,  the  molecular  bi- 
ology that  undergirds  the  more  applied  research,  which  industry 
funds.  Industry  does  fund  more  of  the  clinical  trials,  although  NIH 
has  funded  si^iificant  numbers  of  clinical  trials.  In  some  areas,  the 
breakthroughs  were  really  discoveries  by  NIH  scientists. 

Senator  Burns.  Let's  go  to  another  area.  We  could  quibble  about 
that,  but  we're  not  going  to. 

What  is  the  difference  in  cost  of  approving  a  drug  in  the  United 
States  as  compared  to  getting  one  approved  in  England,  France,  or 
any  other  industriaUzed  nation? 

Dr.  Lee.  We  could  give  you  the  accurate  figures  for  the  record. 
The  costs  are  higher  in  the  United  States.  We  do  have  fast  track 
now  for  breakthrough  drugs  and  for  significant  advances  to  move 
the  drug  from  the  laboratory,  fi-om  the  clinic,  to  the  marketplace 
more  quickly  when  it  is  a  significant  advance.  That  process  has 
been  implemented  over  the  last  several  years. 

We  will  give  you  those  cost  figures.  I  would  say  that  FDA  re- 
mains the  sort  of  gold  standard  in  terms  of  safety  and  effectiveness 
in  guarding  the  consumers  of  this  country  against  drugs  that  may 
not  be  effective  or  may  not  be  safe.  It  is  a  very  fundamental  role. 

Because  the  process  does  entail  detailed  review  of  the  protocol 
submitted  by  the  corporations,  it  is  time-consuming  and  is  costly. 
There  is  no  question  about  that. 

We  will  give  you  the  accurate  figures. 

[Subsequent  to  the  hearing,  the  following  information  was  re- 
ceived for  the  record:] 

Recent  legislation  enabled  FDA  to  establish  user  fees  that  help  fund  improve- 
ments to  the  drug  review  process  and  speed  approval  times  within  the  agency.  Each 
new  drug  sponsor  pays  this  user  fee  at  the  time  of  NDA  submission,  with  minor 
exceptions  such  as  small  businesses  with  their  first  application  and  critical  pubUc 
health  needs.  For  FY  1994,  the  fee  is  set  at  $163,000  tor  an  initial  application  and 
is  adjusted  annually. 

Among  other  industrial  coim tries,  some  but  not  all  impose  an  application  fee  for 
new  drug  submissions.  In  the  European  Union,  for  example,  the  newly-developing 
European  Medicines  Agency  intends  to  subject  each  centralized  new  drug  submis- 
sion to  a  charge  estimated  at  $216,000  to  $240,000  in  1993  dollars  (180,000  to 
200,000  ECU):  about  half  of  this  will  go  to  the  coimtry  performing  the  core  review 
with  the  rest  remaining  for  central  overhead  costs  at  the  EMA  headauarters  in  Lon- 
don. The  EMA  believes  these  fees  will  represent  only  part  of  the  full  cost  of  review, 
estimated  at  $318,000  in  1993  dollars  (265,000  ECU). 

Great  Britain  currently  imposes  appUcation  charges  equivalent  to  the  full  cost  of 
the  review,  while  Canada  passes  on  the  cost  of  advisory  committees  or  other  sci- 
entific expertise  needed  during  the  review.  Many  other  industrial  countries  impose 
no  charge  whatsoever  for  new  drug  submissions. 

Senator  Cohen.  Would  the  gentleman  jdeld  one  moment? 

Senator  Burns.  Yes. 

Senator  Cohen.  I  take  it,  then,  in  trying  to  make  a  determina- 
tion as  to  whether  or  not  a  drug  price  is  excessive  and  looking  to 
England  or  France,  you  would  have  to  take  that  into  account  the 
extra  costs  of  getting  approval  through  the  FDA. 

Dr.  Lee.  Absolutely.  Those  would  be  costs  that  would  be  incurred 
here  that  might  not  be  incurred  in  Europe. 
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Senator  Burns.  I  guess  what  really  concerns  me  about  this  whole 
issue — ^you  are  talking  about  layers  and  layers  of  bureaucracy  that 
are  making  a  decision  here.  Then  we  are  going  to  accept  their  fig- 
ures. To  my  knowledge,  Dr.  Lee,  to  this  point,  I  have  not  seen  a 
bureaucracy  in  this  Government  that  can  operate,  distribute,  and 
probably  put  this  drug  into  the  people's  hands  cheaper  than  private 
enterprise  can. 

Dr.  Lee.  That  is  the  partnership  we  have  developed  in  this  coun- 
try. I  think  it  is  one  of  the  reasons  our  industry  is  so  successful. 
We  have  the  NIH  and  we  have  the  FDA  which  now  has  user  fees 
paid  by  the  industry  to  expedite  and  to  speed  up  prescription  drug 
reviews.  I  think  there  is  a  very  good  relationship. 

The  Government's  job  is  not  to  develop  and  market  the  drug. 
That  is  the  private  industry's  job. 

Senator  Burns.  But  you  are  talking  about  doing  the  negotiating. 

Dr.  Lee.  We  do  this  now  in  HMOs.  They  negotiate  significant  re- 
ductions. For  example,  Group  Health  of  Puget  Sound 

Senator  Burns.  But  isn't  that  happening  without  any  new  health 
care  being  passed  by  this  Congress? 

Dr.  Lee.  Absolutely.  And  the  reason  the  President  really  pro- 
poses using  managed  competition  is  the  experience  in  the  private 
sector,  which  has  proved  successful  in  controlling  costs  and  assur- 
ing qu^ity  care.  Xerox  and  a  number  of  other  major  corporations 
have  used  it  and  they  get  very  good  quahty  care  from  these  large 
competing  health  plans. 

With  respect  to  drugs,  those  plans  are  able  to  provide  on  a  per 
capita  basis  comprehensive  drug  benefits  at  about  half  the  cost  in 
the  fee  for  service  sector  so  that  there  are  significant  benefits  for 
these  competing  plans.  That  is  really  the  basis  for  the  President's 
decision  to  go  with  that  approach  as  opposed  to  some  other  ap- 
proach that  might  include  price  controls,  which  he  does  not  favor. 

Senator  Burns.  Dr.  Lee,  you  can  say  here  that  there  are  no  price 
controls  involved  in  the  President's  plan.  You  can  say  that,  but  I 
will  tell  you  that  there  are.  The  way  you  are  going  about  it,  it  all 
leads  to  price  controls.  You  can  put  fancy  words  around  it  all  you 
want  to,  but  in  my  estimation  to  this  point — everything  I  have  read 
and  everything  I  have  heard  and  not  heard — ^What  I  hear  is  not 
what  is  in  this  bill  as  presented  by  the  President. 

There  are  price  controls.  Make  no  doubt  about  it.  Anytime  you 
have  the  Government  negotiating  for  the  rest  of  the  people  in  this 
country  under  a  comprehensive  health  care  plan,  if  I  wanted  as  a 
citizen  to  go  to  some  other  source  for  my  drugs  or  for  my  health 
care — it  is  illegal  to  do  that  under  the  President's  plan.  And  you're 
talking  about  price  controls,  anyway  you  look  at  it. 

That  is  the  way  it  appears  to  me. 

Dr.  Lee.  I  do  not  think  we  agree.  We  have  both  read  the  plan. 
The  President's  plan 

Senator  Burns.  I  read  the  bill.  It  is  a  little  bit  different  than  the 
book  and  the  book  is  a  little  bit  different  than  the  pamphlet  and 
the  pamphlet  is  a  little  bit  different  than  the  speeches. 

Dr.  Lee.  Well,  I  am  talking  about  the  bill. 

Senator  Burns.  We  are  having  a  hard  time  sorting  through  that. 

Dr.  Lee.  The  President's  plan  does  provide  more  choice  than  con- 
simiers  have  today  in  choosing  a  plan  £uid  in  choosing  a  physician. 
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For  any  one  of  the  plans,  there  can  be  out-of-  network  coverage  and 
choice  on  the  part  of  the  individual.  So  they  will  have  a  choice  in 
any  plan  they  are  in,  if  they  choose  to  have  an  out-of-network  op- 
tion. That  will  be  available. 

The  Chairman.  I  would  call  time  on  my  colleague  from  Montana, 
but  you  can  come  back  to  another  round  in  just  a  moment,  Senator 
Bums. 

Senator  Grassley. 

Senator  Grassley.  As  I  said  in  my  opening  remarks,  the  Presi- 
dent has  offered  a  Medicare  prescription  drug  benefit  as  part  of  his 
reform  proposal  and  I  support  that  effort.  In  order  to  make  this 
benefit  more  affordable  to  the  Government,  the  plan  also  includes 
a  Medicare  rebate. 

Between  the  release  time  of  the  September  7th  draft  and  the  Oc- 
tober draft,  this  proposed  rebate  has  increased  from  15  percent  to 
17  percent.  Before  that  sounds  partisan,  I  want  to  make  clear  that 
whether  you  have  Republican  Presidents  or  Democrat  Presidents, 
RepubHcan  Congresses  or  Democrat  Congresses,  CBO  or  0MB,  we 
have  all  done  a  very  poor  job  in  this  Government  of  forecasting 
what  costs  are  going  to  be.  So  it  is  a  very  imprecise  thing. 

But  obviously  there  is  going  to  be  a  cost  to  the  industry,  so  before 
I  ask  my  question  let  me  just  simply  say  that  recently  we  have  en- 
acted Medicaid  rebates,  user  fees  and  rebates  under  the  Pubhc 
Health  Service.  Just  in  regard  to  the  Medicaid  rebate,  for  example, 
the  cost  now  is  two  times  what  CBO  originally  said  that  that  was 
going  to  be  for  Medicaid.  So  now  here  we  are  with  Medicare. 

Csin  you  shed  some  Ught  on  how  much  the  new  Medicare  drug 
benefit  will  cost  and  how  much  will  be  paid  by  the  pharmaceutical 
companies  through  this  rebate? 

Dr.  Smits.  I  am  sorry,  but  I  don't  have  that  figure. 

Senator  Grassley.  Does  it  exist? 

Dr.  Smits.  Yes.  The  actuaries  have  used  it  to  estimate  the  cost. 
We  know  how  much  more  prescribing  we  expect  annually,  which 
amoxints  to  about  $5  billion  in  8£des  for  manufacturers,  and  that 
is  increased  income  to  the  mgmufacturers.  We  would  be  glad  to  pro- 
vide for  the  record  the  totsd  cost. 

Senator  GRASSLEY.  I  think  that  is  appropriate. 

In  the  process,  though,  of  answering,  please  include  in  your  an- 
swer— ^hopefully,  some  lessons  that  have  been  learned  from  past 
mistakes  in  estimating,  particularly  with  the  Medicaid  rebate  so 
that  we  don't  make  the  same  mistakes  again.  In  your  estimating, 
allude  to  the  fact  that  you  have  done — how  to  be  cautious — ^hope- 
fully it  is  more  accurate  than  we  have  been  in  the  past  so  that  we 
know  what  these  costs  really  are. 

[Subsequent  to  the  hearing,  the  following  information  was  re- 
ceived for  the  record:] 

For  fiscal  years  1996  through  2000,  our  actuaries  estimate  the  cost  of  the  drug 
benefit  is  $66  billion.  These  federal  costs  are  net  of  beneficiary  premiums, 
deductibles,  coinsurance  and  manufacturer  rebates;  administrative  costs  are  in- 
cluded in  the  federal  cost  figures. 

For  fiscal  years  1996  through  2000,  ovur  actuaries  estimate  that  manufacturers 
will  pay  between  1.7  and  3.8  billion  in  rebates. 

Since  all  Medicaid  programs  covered  outpatient  prescription  drugs,  HCFA  esti- 
mated savings — not  costs — to  the  program  through  the  collection  of  rebates  fi-om 
mtmufactiirers.  When  estimating  savings  to  the  program,  conservative  assumptions 
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were  used  by  our  actuaries.  Consequently  the  rebates  actually  collected  by  the  Med- 
icaid progTEun  were  approximately  twice  HCFA's  estimates. 

Dr.  Smits.  Let  me  note  that  this  rebate  program  has  seversil  cor- 
rections relative  to  Medicaid.  For  one  thing,  the  rebate  is  not  auto- 
matically 17  percent.  You  look  at  the  difference  between  what  the 
average  retail  pharmacist  pays  for  a  drug  and  the  average  of  all 
negotiated  prices  from  HMOs  and  hospital  buying  groups.  If  that 
difference  is  larger  than  17  percent,  then  the  rebate  is  that  larger 
figure.  The  move  from  15  percent  to  17  percent  was  based,  in  part, 
on  a  feeling  that  that  gap  was  larger  than  we  had  originally  pro- 
jected. 

In  addition,  there  is  a  third  rebate.  There  is  this  general  rebate 
that  is  either  that  gap  or  the  17  percent.  There  is  also  the  special 
negotiated  rebate  for  new  drugs,  that  does  not  have  to  be  nego- 
tiated if  the  Secretary  determines  that  the  price  is  reasonable. 
Then  third  there  is  a  rebate  that  essentially  gives  back  to  Medicare 
cost  increases  beyond  the  GPL  That  is  based  in  part  on  the  Medic- 
aid lesson.  As  you  know,  the  Medicaid  benefit  was  enacted  during 
a  period  when  retail  drug  prices  were  rising  very  rapidly. 

We  will  be  glad  to  provide  more  detail  in  the  formal  response. 

Dr.  Lee.  The  premium  also  was  figured  based  on  those  actuarial 
estimates.  The  $11  per  month  premium  was  based  on  the  estimates 
by  HCFA  actuaries.  There  were  also  Urban  Institute  economists  in- 
volved. There  has  been  a  very  extensive  review  of  the  projections 
in  order  to  avoid  just  the  kind  of  problems  you  have  described — 
that  in  the  past,  projections  were  on  the  low  side  and  expenditures 
exceeded  estimates  by  significant  amounts  early,  in  the  Medicare 
program  particularly. 

Senator  Grassley.  From  a  political  standpoint,  I  don't  know  if 
it  is  possible  to  really  decide  for  the  older  people  of  America — or 
anybody,  for  that  matter — whether  or  not  you  got  a  reasonable 
price  for  pharmaceuticals  because  it  is  one  of  the  few  things — at 
least  for  people  over  65 — that  they  bear  the  full  bnmt  of  out  of 
their  health  care  costs.  When  they  go  to  a  hospital,  except  for  the 
first  day  and  a  certain  amount  over  80  percent,  they  don't  pay. 

The  elderly  realize  the  cost.  They  feel  the  cost  of  drugs.  So  it  is 
very  politically  sensitive.  Almost  anything  you  charge  is  too  much. 

Dr.  Lee.  There  is  no  question  that  the  out-of-pocket  costs  for 
drugs  for  the  elderly — more  than  any  other  issue — physicians  are 
now  covered,  hospitals  are  covered — ^has  been  the  issue  that  is  of 
most  concern. 

Senator  Grassley.  Mr.  Ghairman,  I  am  done. 

The  Ghairman.  Senator  Grassley,  thank  you. 

Senator  Reid. 

Senator  Reid.  Thank  you,  Mr.  Ghairman. 

First  of  all,  with  NIH  there  was  a  question  asked  by  my  friend 
from  Montana.  Even  though  the  NIH  doesn't  directly  do  the  re- 
search for  85  percent  of  the  grants  that  they  let,  they  in  fact  over- 
see those.  The  purpose  of  the  NIH  doing  that  is  so  that  there  is 
a  consolidated  effort  to  do  medical  research  in  this  country.  Even 
though  they  only  do  15  percent  of  the  research,  they  are  in  place 
to  make  sure  that  the  research  is  done  in  the  right  areas,  the  re- 
searchers report  back  to  them,  and  that  is  why  NIH  is  the  foremost 
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research — ^they  have  the  best  research  in  the  world  regarding  medi- 
cal problems. 

I  just  wanted  to  make  sure  that  no  one  thought  that  these  85 
percent  werejust  let  out  at  random. 

Dr.  Lee.  That  is  the  reason  we  recruited  Dr.  Varmus,  who  is  a 
Nobel  Prize-winning  scientist,  to  be  the  new  director  of  NIH.  I  to- 
tally agree  with  that  statement. 

Senator  Reid.  I  have  a  couple  of  problems,  Mr.  Chairman. 

Number  one,  through  all  tnis  process  we  will  allow  the  pharma- 
ceuticals to  still  do  the  research  that  is  necessary  for  break- 
throughs. I  want  to  make  sure  that  that  point  is  made  by  me  that 
I  hope  that  whatever  we  come  out  of  with  our  health  care  reform 
package  that  will  be  allowed. 

However,  I  am  not  going  to  be  able  to  be  here  for  the  testimony 
that  is  going  to  be  given  by  Abbey  Meyers.  I  think  a  couple  of  para- 
graphs she  has  I  want  to  read  into  the  record  now  to  make  sure 
that  her  point  is  made  because  with  the  limited  time  she  is  going 
to  have  to  testify,  it  may  not  be. 

Listen  to  this.  This  is  the  concern  I  have  as  we  have  been  talking 
about  rebates. 

The  mandatory  17  percent  rebate  for  Medicare  puzzles  us.  Outside  the  beltway, 
rebates  are  often  seen  as  kickbacks.  Why  would  the  Government  need  a  kickback? 
Why  not  just  tell  the  companies  to  reduce  the  prices  by  17  percent?  Who  gets  the 
rebate?  If  the  rebate  goes  to  the  Government,  it  will  not  reduce  the  cost  to  our 
health  insurance  and  the  drug  companies  are  apt  to  earn  back  the  rebate  by  raising 
their  prices  even  more  to  the  retail  market. 

Rebates  should  be  illegal.  The  American  patient  is  being  cost-shifted  to  death. 

I  hope  she  doesn't  mean  that  hterally. 

Besides  pajring  for  uncompensated  care  for  indigent  patients,  pa5ring  higher  prices 
at  the  pharmacy  counter  than  other  buyers,  subsidizing  the  research  through  our 
taxfcS  and  tax  breaks  to  corporations,  we  are  also  subsidfizing  drug  development  for 
the  rest  of  the  world  because  they  do  not  want  to  pay  the  price  lor  drugs  that  are 
demanded  of  us. 

Something  is  not  right.  Some  of  the  suggested  solutions  will  punish  the  patients 
rather  than  face  the  issue  head  on.  We  have  to  find  ways  to  make  the  fi*ee  market 
work  to  contain  drug  prices,  or  we  have  to  do  what  other  countries  are  doing  to  re- 
strain prices.  In  the  United  States,  the  pharmaceutical  industry  spends  $1  bilUon 
more  each  year  on  marketing  than  R&D. 

I  think  this  says  it  all.  I  think  that  we  need  to  stop  playing 
games.  We  either  have  to  allow  the  free  market  to  work  or  not.  I 
think  we  need  to  recognize  that  other  countries  aren't  allowing 
some  of  the  things  to  take  place  that  we  are. 

I  would  like  brief  comments  from  both  of  you  on  this  statement 
by  Abbey  Meyers  of  the  National  Organization  for  Rare  Disorders, 

Dr.  Smits.  First  of  all,  she  is  mistaken.  The  rebate  benefits  the 
Medicare  beneficiaries.  That  is,  it  holds  down  the  premium  pay- 
ment considerably. 

Senator  Reid.  Why  would  that  be? 

Dr.  Smits.  Because  the  amount  they  pay  per  month  is  cgdculated 
assuming  the  rebate.  If  you  took  the  rebate  out,  you  would  have 
to  increase  significantly  that  monthly  payment. 

Senator  Reid.  You  mean  that  the  rebate  is  a  one-time 

Dr.  Smits.  No,  the  rebate  is  a  regular  pa5rment  into  the  program 
which  keeps  program  costs  under  control.  Since  Medicare  bene- 
ficiaries imder  Part  B,  as  you  know,  pay  their  share 

Senator  Reid.  Why  the  rebate? 
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Dr.  Smits.  Why  not  have  price  controls? 

Senator  Reid.  Well,  what  is  the  difference? 

Dr.  Smits.  Because  manufacturers,  in  many  cases — as  Dr.  Lee 
has  indicated — sell  drugs  at  differential  prices  to  different  buyers; 
to  people  who  guarantee  very  high  volume,  or  who  guarantee  pre- 
payment. I  used  to  do  that  as  a  hospital  director  and  part  of  a  na- 
tional hospital  buying  consortium. 

For  the  Government  to  begin  to  get  into  the  price  and  how  much 
to  discoiint  it  for  prepayment  seems  to  me  excessively  intrusive.  We 
are  saying,  "We  recognize  that  the  general  price  charged  to  phar- 
macists is  higher  than  the  lowest  price  you  manage  when  people 
negotiate  hard  with  you.  We  ask  you  to  give  us  a  reasonable 
amount  of  money  to  allow  for  that  differential." 

Senator  Reid.  Will  that  be  negotiated? 

Dr.  Smits.  No,  not  this  part.  The  new  drugs  would  be  negotiated, 
but  the  17  percent,  or  the  differential,  would  be  prescribed  in  law. 
Medicare  will  be  the  single  largest  buyer  of  drugs  in  the  country. 
This  seems  a  relatively  straightforward,  understandable  way  to 
pass  back  to  Medicare  beneficiaries  the  same  benefits  that  would 
go  to  an  aggressive  managed  care  plan  that  does  a  very  good  job 
of  maintaining  a  formulary  in  buying  its  drugs. 

Senator  Reid.  Would  the  17  percent  be  in  law? 

Dr.  Smits.  Yes. 

Senator  Reid.  So  if  we  wanted  to  change  that,  we  would  have  to 
change  the  law? 

Dr.  Smits.  Yes. 

Dr.  Lee.  Medicare  does  not  have  the  option  of  using  a  formulary. 
At  least,  the  President  has  not  proposed  that. 

Secondly,  it  only  applies  to  brand  name  products  and  not 
generics.  The  market  for  generics  has  increased — in  the  mid-1980's 
it  was  only  about  15  to  20  percent  and  it  is  now  over  40  percent 
and  will  be  over  50  percent  of  the  prescriptions  written.  So  that  is 
another  competitive  dimension  to  the  drug  pricing,  the  growth  of 
the  generic  market. 

Senator  COHEN.  Would  you  yield  for  a  question? 

Senator  Reid.  Of  course. 

Senator  Cohen.  Have  you  taken  into  account  the  fact  that  some 
manufacturers  are  starting  up  their  own  generic  brands?  How  does 
that  cut  with  the  argument  you  just  made  that  by  having  the 
generics  in  competition  it  will  hold  down  prices? 

Dr.  Lee.  Many  of  the  large  manufacturers  have  had  a  generic  di- 
vision. Some  of  them  are  even  now  purchasing  independent  generic 
manufacturers.  Then  they  have  had  what  they  called  branded 
generics  for  a  number  of  years.  So  this  is  not  a  new  thing  in  the 
market. 

The  new  thing  is  the  very  big  increase  in  the  number  of  brand 
name  products  that  will  come  off  patent  and  it  will  be  possible  to 
have  competing  generics  produced  by  different  firms  for  those  par- 
ticular products. 

Now,  a  manufacturer  with  its  own  generic  division  will  probably 
use  a  branded  generic  and  take  advantage  of  the  name  recognition, 
or  try  to  get  more  market  share  with  that.  But  there  will  be  more 
competition  because  of  the  numbers  that  are  coming  off  the  most 
widely  used  drugs. 
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Senator  Reid.  Thank  you,  Mr.  Chairman. 

The  Chairman.  Thank  you,  Senator  Reid. 

Senator  Feingold? 

Senator  Feingold.  Thank  you,  Mr.  Chsiirman. 

What  would  you  estimate  is  the  total  global  figure  for  out-of- 
pocket  costs  for  all  Medicare  beneficiaries  under  the  new  drug  ben- 
efit? 

By  out-of-pocket,  I  mean  both  what  the  consumer  actually  pays 
and  any  private  supplemental  insurance  coverage.  Is  that  a  figure 
you  have? 

Dr.  Smits.  You  want  to  know  the  net  cost  of  the  benefit? 

Senator  FEINGOLD.  The  total  amount  Medicare  beneficiaries  will 
be  paying  out-of-pocket  for,  including  what  they  themselves  pay 
and  then  any  private  insurance  coverage  they  might  have. 

Do  we  know  that  global  figure? 

Dr.  Smits.  No.  They  have  given  me  net  of  all  those  other  con- 
tributions. It  comes  out  to  about  $65.8  bilhon  over  the  5-year  pe- 
riod that  we  are  estimating  for  the  health  plan.  Aggregated,  I  thmk 
it  is  all  here  and  I  could  add  it  up,  but  it  will  take  me  a  few  min- 
utes. 

Senator  Feingold.  You  can  give  that  to  me  later. 

[Subsequent  to  the  hearing,  the  following  information  was  re- 
ceived for  the  record:] 

Beneficiaries  who  have  met  the  annual  deductible  but  do  not  exceed  the  out-of- 
pocket  cap  are  required  to  pay  20  percent  coinsurance  for  their  drugs.  Our  actuaries 
estimate  that  beneficiaries  will  pay  fi-om  10.644  million  in  1996  to  14.675  naillion 
in  2000  in  coinsurance  under  the  Medicare  outpatient  drug  benefit.  Beneficiaries 
will  also  pay  increased  premiums  to  help  cover  the  cost  of  the  drug  benefit. 

Dr.  Lee.  Senator  Feingold,  because  drugs  will  be  covered,  there 
will  not  be  additional  insurance  for  drugs. 

Senator  Feingold.  There  won't  be  any  need  for  that? 

Dr.  Lee.  That  is  correct. 

Senator  Feingold.  Apart  fi*om  the  deductible  portion? 

Dr.  Lee.  They  could  then  insure  for  that,  yes. 

Senator  Feingold.  Which  may  not  be  economical  for  many  peo- 
ple. 

Dr.  Lee.  Right. 

Senator  Feingold.  With  regard  to  the  individuals,  do  you  have 
an  average  per  beneficiary  estimate  of  what  they  will  have  to  pay 
apart  fi*om  the  Medicare  Part  B  premium  increase,  which  I  think 
you  indicated  as  $11? 

Dr.  Smits.  It  is  about  $11.  It  is  really  hard  to  have  an  average 
since  people's  drug  use  is  so  variable  we  estimate  that  about  60 
percent  of  all  Medicare  beneficiaries  will  benefit  by  going  over  that 
$250  annual  deductible,  but  that  only  about  2  percent  will  hit  the 
$1,000  limit  and  have  their  drugs  totally  paid  for. 

Senator  Feingold.  So  you  don't  have  an  average  per  beneficiary 
at  this  point? 

Dr.  Smits.  There  must  be  an  aggregate  figure  available. 

Dr.  Lee.  But  the  $1,000  cap  really  protects  people  now.  The  big 
problem  is  that  many  elderly  are  devastated  by  the  high  cost  of 
drugs.  I  mean,  $5,000  a  year.  That  $1,000  cap  really  provides  the 
major  protection  for  them. 
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Senator  Feingold.  So  you  are  sajdng  that  many  people  reach  the 
$1,000  point  anyway? 

Dr.  Smits.  It  is  only  about  2  percent  that  will  pay  $1,000,  but 
about  60  percent  who  make  some  use  of  the  benefit  in  terms  of  get- 
ting beyond  the  $250  deductible. 

Senator  FEINGOLD.  A  specific  concern  has  been  raised  to  me  by 
people  from  the  Epilepsy  Foundation.  They  have  expressed  concern 
that  those  with  epilepsy  could  possibly  not  have  access  to  brand 
name  drugs — this  is,  in  effect,  a  more  specific  example  of  some- 
thing else  that  has  been  asked — noting  that  the  tolerance  levels  of 
generic  drugs  are  often  too  large  and  a  particular  brand  name  drug 
is  needed. 

Are  there  protections  under  the  President's  plan  that  will  allow 
those  with  epilepsy  and  others  to  be  able  to  get  a  particular  brand 
name  drug,  if  needed? 

Dr.  Lee.  They  certainly  would  be  able  to  in  the  plans.  Usually 
what  you  have  is  that  if  a  physician  designates  that  a  brand  name 
product  be  prescribed,  that,  then,  is  dispensed.  So  that  certainly  ex- 
ists today  in  those  plans  and  I  am  sure  that  will  be  there  in  the 
future. 

I  do  not  know  that  we  have  specified  it  in  the  language  of  the 
bill,  but  we  certainly  will  look  at  that.  My  belief  is  that  that  would 
certainly  be  there.  For  epilepsy  patients — Dr.  Smits  noted  her  dad 
with  a  digitalis  prescription,  for  some  brands  of  Digoxin  there  has 
been  some  concern  in  the  past.  The  generic  reqmrements  now  are 
from  the  80  percent  to  120  percent  range.  When  that  range  is  too 
great  and  the  physician  decides  that  it  needs  to  be  a  specific  brand 
name,  that  brand  name  would  be  available. 

Senator  Feingold.  So  the  protection  would  be  that  the  doctor 
would  be  aware  of  the  tolerance  level  issue  and  then  could  override 
the  overall  judgment  not  to  usually  provide  that  brand  name? 

Dr.  Smits.  When  the  doctor  prescribes  a  brand  name,  the  phar- 
macist is  obUgated  to  provide  that  brand  name.  It  is  when  the  doc- 
tor prescribes  a  generic  that  the  pharmacist  should  not  substitute 
a  brand  name  at  the  brand  name  price. 

Dr.  Lee.  And  the  physician  would  write  on  the  prescription  "no 
substitution"  or  "brand  name  only"  so  that  that  would  be  clear  to 
the  pharmacist  and  they  would  not  then  make  a  generic  substi- 
tution for  a  lower  cost  generic  product. 

Dr.  Smits.  In  my  experience  working  with  formularies  at  the 
local  level  in  a  hospital,  even  if  a  drug  is  not  in  the  formulary,  if 
a  physician  feels  a  specific  need  for  it  for  a  specific  patient,  the  for- 
mulary committee  can  usually  make  an  exception  without  any  dif- 
ficulty. 

Senator  FEINGOLD.  I  thank  you  both. 

Thank  you,  Mr.  Chairman. 

Senator  Cohen.  Mr.  Chairman,  I  have  a  number  of  questions  to 
ask  this  panel,  but  if  I  do,  we  will  never  get  to  the  other  three  pan- 
els. So  I  will  submit  them  to  Dr.  Lee  for  the  record  and  then  we 
could  perhaps  move  on. 

The  Chairman.  I  appreciate  that,  Senator  Cohen. 

We  have  been  meeting  with  the  staff  and  we  did  not  prepare  for 
the  unprecedented  interest  in  this  or  the  number  of  questions  or 
the  number  of  Senators  that  would  be  here  to  ask  the  questions. 
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I  am  going  to  ask  some  cooperation  from  our  colleagues  now,  and 
that  is  that  we  submit  our  further  questions  for  Dr.  Lee  and  Dr. 
Smits  in  writing  for  the  record.  The  record  will  be  open  for  2 
weeks. 

I  have  several  more  questions  I  would  like  to  submit.  We  thank 
you  very  much  for  your  testimony  and  we  thank  our  colleagues  for 
the  very  good  questions. 

Dr.  Smits.  Thank  you,  Mr.  Chairman,  for  a  very  enjoyable  hear- 
ing. 

The  Chairman.  Thank  you  very  much. 

We  will  now  move  to  our  second  panel.  This  is  Abbey  S.  Meyers, 
Executive  Director,  National  Organization  for  Rare  Disorders,  New 
Fairfield,  CT;  and  Benji  Wyatt,  Pace  Alliance,  Lawrence,  KS. 

We  look  forward  to  their  testimony, 

I  was  going  to  ask  a  question  of  my  colleague  from  Montana,  but 
I  am  going  to  refrain  from  doing  that.  I  am  afraid  it  will  engage 
us  in  a  philosophical  debate  that  will  take  us  a  long  time. 

Senator  BURNS.  I  have  a  very  short  answer. 

The  Chairman.  I  will  go  ahead  and  ask  it,  then. 

I  told  my  colleague  from  Montana  as  I  walked  out  of  the  room 
a  few  moments  ago,  "Conrad,  do  you  mind  if  I  ask  you  a  question." 

He  said,  "What  is  it?" 

I  said,  if  the  Government  has  a  program  of  health  care — like 
Medicare,  Medicaid,  what  have  you,  Veterans,  you  name  it,  what- 
ever it  might  be — ^what  is  wrong  with  the  Government  negotiating 
a  price  with  the  pharmaceutical  companies?  We  negotiate  prices  for 
carpet  on  the  floor  for  the  Government.  We  negotiate  prices  for  the 
food  the  Government  buys.  We  negotiate  constantly  prices  for 
weapons  systems  in  the  Department  of  Defense,  for  concrete  for  the 
Department  of  Transportation.  What  is  wrong  with  negotiating  the 
price  of  pharmaceuticals? 

I  would  ask  that  question,  and  that  it  be  answered  with  a  60- 
second  answer. 

Senator  Burns.  It  will  take  less  than  60  seconds. 

We're  negotiating  in  buying  property  or  services  that  we  use  to 
operate  this  Government.  I  am  not  out  here  negotiating  a  price  for 
a  fence  post  I  am  going  to  use  on  my  ranch  that  has  to  be  used 
on  every  other  ranch  in  the  West,  or  the  barbed  wire,  or  the  bridge 
they  are  going  to  put  across  their  creek,  or  the  bam  they  are  going 
to  use.  That  is  the  difference. 

The  Chairman.  We  have  a  philosophical  difference  there. 

Senator  Burns.  I  don't  want  you  negotiating  for  my  fence  post. 

The  Chairman.  We  are  going  to  talk  about  this  issue  as  this  de- 
bate goes  on. 

We  do  have  differences  in  philosophies  with  regard  to  it.  We  look 
forward  to  that  debate,  and  I  hope  my  friend  from  Montana  did  not 
mind  the  question  and  I  appreciate  his  answer. 

Ms.  Meyers,  we  appreciate  you  coming  and  we  hope  you  will  hold 
your  comments  to  5  minutes.  Then  we  will  have  questions  for  you. 
Then  Mr.  Wyatt  can  make  his  statement  and  we  will  have  ques- 
tions for  him. 
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STATEMENT  OF  ABBEY  S.  MEYERS,  EXECUTIVE  DIRECTOR,  NA- 
TIONAL ORGANIZATION  FOR  RARE  DISORDERS,  NEW  FAIR- 
FIELD, CT 

Ms.  Meyers.  Thank  you,  Mr.  Chairman. 

I  want  to  apologize.  I  have  laryngitis,  but  President  Clinton  has 
made  it  a  very  fashionable  disease. 

In  the  context  of  competition,  as  you  know,  our  major  activities 
have  been  in  the  area  of  orphan  drugs.  The  Orphan  Drug  Act  was 
set  up  to  provide  incentives  to  pharmaceutical  companies  to  de- 
velop drugs  that  have  little  commercial  value.  As  you  know,  it  has 
worked  very  well.  But  the  chief  incentive  is  a  prohibition  of  com- 
petition. While  it  really  works  well,  and  it  does  help  drugs  with  lit- 
tle commercial  value  to  get  developed,  it  has  also  imintentionally 
sheltered  some  major  blockbusters;  blockbusters  that  have  substan- 
tial commercial  value. 

This  in  a  microcosm  is  how  we  see  the  problem  of  competition 
in  the  pharmaceutical  marketplace.  It  doesn't  really  work  very 
well. 

Biotech  products,  for  instance,  are  going  to  be  extraordinarily  ex- 
pensive. I  absolutely  agree  with  Senator  Bums  and  everybody  who 
mentioned  biotech.  It  is  a  wonderful  and  very  important  industry 
where  we  will  get  our  cures  and  the  treatments  we  nave  been  wait- 
ing for.  But  they  are  going  to  be  extraordinarily  expensive.  How 
are  we  going  to  pay  for  them? 

When  we  talk  about  Japan  trjdng  to  take  over  the  lead  in 
biotech,  we  can  see  Japan  targeting  something  like  the  computer 
chip  industry,  supporting  it  and  building  it  up.  The  government 
gets  involved  and  says,  "We're  going  to  keep  this  industry  going." 

Unfortunately,  with  the  biotech  industry,  it  is  Wall  Street  that 
governs  where  it  is  going.  Wall  Street  demands  a  big  return,  and 
that  is  going  to  add  to  the  cost  of  these  drugs. 

Also,  there  is  no  law  and  no  regulation  that  allows  approval  of 
generic  biotech  drugs.  So  there  will  never  really  be  competition  in 
this  area  unless  you  pass  a  law  allowing  generic  biologies  to  be  de- 
veloped and  marketed. 

The  pharmaceutical  marketplace,  in  general,  in  the  United 
States  is  based  on  several  factors.  The  United  States  is  the  last 
free  market  in  the  world.  They  can  make  a  higher  profit  here  than 
in  any  place  else  in  the  world.  They  make  up  for  their  losses  in 
other  countries  because  the  governments  control  prices  in  other 
countries,  and  they  charge  more  to  the  U.S.  patients.  They  are  not 
really  certain  of  who  their  customers  are  because  they  market  ev- 
er5^hing  to  the  physician  rather  than  the  people  who  £ire  actually 
buying  the  drugs. 

You  don't  know  when  you  get  a  prescription  whether  you  are  get- 
ting it  because  the  drug  company  took  the  doctor  to  lunch  or 
whether  that  is  actually  the  best  drug  for  you.  There  are  no  laws 
that  govern  marketing  of  drugs  in  the  United  States.  The  consumer 
doesn't  control  the  market.  And  that  is  the  most  important  prob- 
lem. 

We,  the  patients,  are  the  true  customers.  We  always  have  to  lay 
out  money — whether  it  is  20  percent  or  100  percent.  As  you,  the 
Congress,  put  pressure  on  Medicaid  prices,  the  rebates,  et  cetera. 
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you  may  lower  the  cost  for  the  Government,  but  you  raise  the  costs 
for  us. 

So  I  think  at  this  time  of  health  care  reform,  I  think  the  Amer- 
ican consumer  is  tr5dng  to  say,  "What's  in  it  for  us?  Are  you  going 
to  do  something  to  lower  the  price  at  the  pharmacy  counter?"  Most 
everything  that  has  happened  over  the  past  few  years  has  raised 
the  prices.  We  hope,  for  instance,  that  the  retail  pharmaceutical 
chain  drug  stores  will  win  their  suit  in  court  because  although  the 
PMA  says  that  they  haven't  raised  their  prices  in  the  last  year  or 
so  beyond  inflation,  they  are  taking  into  account  the  bulk  buyers 
and  we,  as  the  retail  consumers,  are  paying  a  very  heavy  price  in- 
deed. 

Thank  you.  ^ 

[The  prepared  statement  of  Ms.  Meyers  follows:] 
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Mr.  Chairman,  I  appreciate  the  opportunity  to  testify  before  the  committee  concerning 
the  effectiveness  of  marketplace  competition  for  prescription  dmgs  under  President 
Clinton's  health  care  refomn  proposal. 

I  am  Abbey  Meyers,  Executive  Director  of  the  National  Organization  for  Rare 
Disorders  (NORD)    NORD  Is  an  alliance  of  127  voluntary  health  agency  members  and 
approximately  60,000  individuals  who  are  dedicated  to  the  identification,  treatment  and 
cure  of  rare  "orphan  diseases."   Each  of  these  disorders  affects  fewer  than  200,000 
Americans;  most,  in  fact,  affect  less  than  40,000  people,  but  there  are  over  5,000 
orphan  diseases  cumulatively  affecting  an  estimated  twenty  million  people  in  the 
United  States. 

In  the  decade  prior  to  1983,  only  10  drugs  for  rare  diseases  were  developed. 
Companies  would  not  touch  them  because  the  mari<ets  were  so  small  that  potential 
profits  would  be  negligible.  To  remove  these  "bamers,"  we  worked  with 
Representative  Waxman  and  Senator  Kassebaum  to  develop  legislation,  subsequently 
named  the  Orphan  Drug  Act.   This  1983  landmark  legislation  established  incentives  to 
promote  the  development  of  orphan  drugs.  Through  our  efforts  of  first  working  for 
passage  of  the  Orphan  Drug  Act,  and  then  struggling  to  protect  the  integrity  of  the  law, 
we  have  gained  years  of  experience  working  with  the  pharmaceutical  industry.   So,  I 
hope  my  testimony  will  be  helpful. 

As  you  know,  the  Orphan  Dmg  Act  has  been  extraordinarily  ?'-xessful  o-  ?■  !!    "       y 
there  are  545  designated  orphan  dmgs,  95  of  which  have  been  approved  for 
mari<eting  by  the  FDA.  The  rare  disease  community  thus  owes  a  great  deal  to  the 

pharmaceutical  industry,  and  althoi:r  ■  '■■'^  "e  o" .'.ical  ^'  •^'  -  ~  ^  a  ^r-        ;f 

their  mari<eting  practices,  I  want  the  record  to  show  that  NORD  also  respecis  the 
incredible  contribution  the  industry  has  made  to  humanity  through  improved  health 
care. 

Before  I  address  several  specific  questions  relative  to  competition  in  the  industry,  I 
want  to  emphasize  I  am  not  an  economist,  accountant  or  an  MBA.   I  am  an  advocate 
for  the  interests  of  patients  and  their  families  who  depend  upon  these  companies  and 
this  Congress. 

From  that  standpoint  I  want  to  begin  by  commenting  on  the  article  'Vital  Statistic: 
Disputed  Cost  of  Creating  a  Drug"  which  appeared  in  the  November  9  W^ll  S're°' 
Journal.   The  article  summarized  the  debate  over  how  much  the  pharmaceutica. 
industry  spends  on  research  and  development  and  how  much  the  average  new  drug 
costs  to  develop  --  a  particulariy  sensitive  topic.   I  am  submitting  a  copy  of  the  article 
with  my  testimony  for  the  record,  so  without  getting  into  the  details,  suffice  it  to  say 
that  the  estimates  range  from  $125  million  to  $500  million  for  developing  a  new  dmg. 

I  have  to  point  out  that  we  know  for  a  fact  that  the  R&D  costs  for  most  orphan  drugs 
are  much  lower  because  of  the  tax  incentives,  the  grant  program  to  support  some  of 
the  pivotal  research  required  by  FDA,  the  smaller  size  of  clinical  trials  because  fewer 
patients  must  be  studied,  and  the  fact  that  FDA  expedites  the  approval  process  for 
most  orphan  drugs  because  so  many  of  them  are  "breakthrough"  medications.   We 
fully  understand  that  companies  must  cover  the  costs  of  the  "black  holes."  and 
obviously  they  must  make  a  profit.   But  when  an  oil  company  drills  real  black  holes 
they  cannot  charge  $5.00  per  gallon  of  gas  to  cover  their  losses.  This  is  the 
difference  between  the  phanmaceutical  Industry  and  the  rest  of  our  economy. 

The  debate  about  R&D  costs  must  be  put  in  context:  that  is,  the  phamiaceutlcal 
industry's  phenomenal  profitability.   Regardless  of  what  the  true  cost  is  of  R&D, 
according  to  the  October  issue  of  Consumer  Reports: 

'1-ast  year  the  pharmaceutical  industry  had,  as  usual,  the 
highest  return  on  sales,  ttie  highest  return  on  assets,  and 
the  highest  return  on  stockholder  equity  of  any  Industrial 
grotp  In  the  Fortune  500.  Its'  11.5  percent  return  on  sales 
was  more  than  four  times  as  high  as  the  average  of  all 
Fortune  500  companies  -  -  and  almost  twKe  that  of  the 
second-rrmst  profitable  Industry.   Eight  drug  companies 
were  among  the  25  companies  with  the  biggest  absolute 
praflts." 
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I  am  also  submitting  a  copy  of  this  article  for  the  record. 

The  pharmaceutical  industry  is  rich  and  powerful.  The  unregulated  market  system  in 
which  phamiaceutical  companies  operate  in  the  U.S.  has  enabled  the  industry  to  make 
higher  profits  here  than  any  place  else  in  the  worid,  and  naturally  they  want  this  to 
continue.   We  stand,  however,  at  a  precipice  asking  how  much  we  as  a  society  can 
afford  in  the  context  of  pending  health  care  reform. 

This  committee  is  asking  what  role  comp>etition  plays  in  the  pharmaceutical 
marketplace.   Our  answer  is,  "not  much."   In  general:   1 )  The  lack  of  traditional  market 
forces  of  supply  and  demand  creates  a  sun-eal  relationship  between  price  and  product; 
2)  Competition  between  "me-too"  drugs  has  somehow  produced  little  or  no  price 
competition  and  has  cheated  society  of  medical  breakthroughs  because  R&D 
resources  have  been  misdirected;  3)  A  pharmaceutical  patent  can  contort  and  distort 
the  nomial  life  cycle  of  a  consumer  product;  and  4)  Competition  between 
extraordinarily  profrtable  orphan  dnjgs  has  been  prevented  by  the  seven  year 
exclusivity  that  was  intended  solely  to  protect  dniga  of  me  commervial  value. 

Why  don't  traditional  mari^et  forces  apply  to  the  phamnaceutical  industry?   Because  tfie 
companies  do  not  have  any  aal  customers  In  the  tradUonal  aenee  of  the  market 
place.   The  actual  users  of  the  product  -  you  and  I  -  do  not  choose  the  product.   Our 
doctors  choose  the  product.  And,  we  often  do  not  pay  for  it  directly  because  our 
insurance  does.   Consequently,  the  traditional  market  forces  of  supply  and  demand 
have  no  relevance  in  this  scenario. 


What  market  forces,  or  what  laws  of  economics  do  apply  in  the  pharmaceutical 
industry?  Since  there  are  two  layers  between  the  manufacturers  of  the  product  and 
the  consumers  (ttie  doctors  choose  the  drug  and  the  insurers  pay  the  bills),  drug 
companies  believe  that  prices  of  drugs  are  not  important  to  patients.   The  only  choice 
a  consumer  has  is  determining  the  pharmacy  where  they  buy  their  drugs.   Even  then, 
they  are  only  able  to  make  a  choice  based  on  the  mark-up  of  the  drug.   Consumers 
do  not  control  the  market  forces. 

Pharmaceutical  companies  spend  a  billion  dollars  more  on  marketing  every  year  than 
they  do  on  R&D,  to  market  to  doctors.   The  industry  has  historically  treated  doctors  as 
their  customers  because  doctors  write  the  prescriptions.   They  do  not  feel  that  patients 
are  their  customers  because  we  will  buy  any  drug  the  doctor  prescribes  for  us. 

But  we  sJq  care  about  prices!   The  standard  health  insurance  policy  requires  that  we 
pay  20%  of  the  cost  of  prescriptions.   The  72  million  people  without  prescription  drug 
coverage  care  because  they  pay  the  full  price  of  the  drug.   The  elderiy  care  because 
they  have  not  had  prescription  drug  coverage  under  Medicare.  The  uninsured  care 
because  they  get  no  reimbursement  for  any  medical  products  or  services.  An 
increasing  number  of  HMO's  are  not  covering  prescription  drugs  or  have  a  very  low 
annual  cap  ($500  to  $1,000  per  year),  so  their  members  care.   Medicaid  cares 
because  the  costs  of  care  for  indigent  patients  are  draining  state  treasuries.  And,  as 
the  industry  is  well  aware,  you  care,  Mr.  Chairman. 

We,  Mr.  Chairman,  are  the  pharmaceutical  industr/s  customers,  but  they  have  not 
treated  us  very  well,  so  many  of  us  do  not  want  to  go  back  to  their  store.   But 
because  they  are  the  only  store  in  town,  we  have  no  choice  t>ecause  our  lives  depend 
upon  their  products,  and  we  have  to  pay  any  price  they  ask  even  if  we  lose  everything 
we  own  in  the  process. 

The  pharmaceutical  market  place  is  like  a  balloon;  you  squeeze  one  end  and  the  other 
end  expands.   When  Congress  drives  down  drug  prices  for  Medicaid  or  Medicare,  or 

h -ic-- ita  =   qnr*   H^/    >c  f  -iwo  K^.H  h:^rn    if^  '  roc*l*r»        'he   '  ■->     -c*;  Qg  mUCh  aS  80%,  the 

cost  of  drugs  goes  up  ai  i;.e  pt.armacy  ccuniei.   So  wr.i,..  government  statistics  show 
that  price  increases  are  slowing,  we  tfie  retail  buyers  do  not  see  any  benefit  in  our 
pockets.   The  most  vulnerable  among  us,  the  poor  and  the  elderly,  are  suffering  from 
the  increased  'competition'  that  is  benefiting  only  the  large  buyers. 

When  we  try  to  save  money,  our  choices  are  limited.  We  can  save,  for  example,  by 
buying  generic  drugs  when  they  are  available.   But  generics  do  not  reduce  the  prices 
of  brand  name  drugs.     Once  several  generic  companies  manufacture  the  same  drug 
the  price  plummets  dramatically  for  the  generic  version  but  usually  rises  for  the  brand 
name  versions.   Why?   Because  the  brand  name  manufacturers  try  to  make  up  for  lost 
market  share  by  raising  their  prices,  while  competing  generic  companies  must 
continuously  lower  their  prices  in  order  to  beat  their  competitors.   The  brand  name 
companies  rely  on  their  marketing  access  and  skills  to  convince  doctors  that  generics 
are  inferior,  and  some  doctors  believe  them.   The  industry  convinces  them  that  the 
brand  name  Is  like  a  Cadillac  and  the  generic  is  like  an  Edsel,  when  in  reality,  the 
generic  is  reqidred  by  federal  law  to  be  exactly  the  same.   When  a  doctor  writes 
'brand  name  only"  on  a  prescription,  patients  pay  more  vrfiether  they  want  to  or  not. 
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Furthermore,  generics  do  not  apply  to  the  biotech  market.  There  simply  are  no 
generics  for  this  most  expensive  class  of  drugs  because  FDA  does  not  have  a 
statutory  or  regulatory  mechanism  to  approve  generic  biologies. 

Let  me  address  the  concept  of  competition  between  "me-too"  drugs.   You  would  think 
that  there  would  be  Intense  price  competition  for  drugs  that  are  closely  related.   This  Is 
economics  101.   But,  in  fact,  me-too  drugs  are  coming  on  the  mart<et  at  the  same 
price  or  at  a  higher  price  than  the  innovator  drug.   For  example,  when  a  new  ulcer 
drug  that  would  compete  with  Tagamet  was  approved  for  mari<eting,  everyone 
expected  that  the  newer  drug,  Zantac,  would  be  priced  lower  as  soon  as  it  entered  the 
market.   But  Zantac  was  priced  substantially  higher  than  the  older  drug.  A  campaign 
was  launched  to  convince  doctors  that  Zantac  was  better  than  Tagamet.   And  it 
worked!   Zantac's  sales  zoomed  past  Tagamet's  even  though  many  pharmacologists 
still  believe  that  they  are  therapeutically  equivalent  drugs. 

Similarly,  when  Genentech's  version  of  the  orphan  drug,  human  growth  hormone 
(hGH),  was  challenged  by  Eli  Lilly's  version  of  this  biotech  product,  everyone  expected 
Lilly's  version  to  be  less  expensive  than  the  $10,000  -  $30,000  per  year  price  tag. 
However,  Lilly's  price  was  one  cent  per  unit  higher  than  Genentech's,  which  averaged 
out  roughly  to  the  same  annual  price. 

The  only  area  where  competition  actually  worths  for  me-too  drugs  is  formularies. 
Companies  will  offer  deep  discounts  to  assure  inclusion  of  their  dnjg  on  a  hospital  or 
HMO  formulary.  But  those  savings  are  not  passed  on  to  us;  we  are  still  paying  $2.00 
for  an  aspirin  in  a  hospital,  and  I  have  not  heard  of  any  HMO's  lowering  their 
premiums  because  they  saved  millions  of  dollars  on  their  drug  purchases. 

At  the  end  of  a  drug's  patent  life,  you  would  think  the  price  of  the  drug  would  come 
down  so  it  could  compete  with  lower  priced  generics.  Wrong  again.   Pharmaceutical 
companies  raise  their  prices  as  the  end  of  the  patent  nears,  and  then  raise  them  again 
when  they  go  off  patent  and  the  generic  comes  on  board.   Why?   Because  they  know 
they  will  sell  less  of  the  product  so  they  raise  their  price  In  order  to  eam  the  same 
amount  of  profit  from  a  smaller  market. 

Or,  the  current  trend  is  to  introduce  their  own  generics  or  buy  their  own  generic  firms. 
That  way  they  can  keep  a  lock  on  both  the  high  and  low  ends.  And  the  latest  concept 
is  to  buy  the  distributor.   So  now  you  have  one  company  owning  the  brand  name,  the 
generic  competition,  and  the  distributor.   It  reminds  me  of  before  the  AT&T  breakup; 
AT&T  owned  my  phone,  the  long  distance  service,  the  local  telephone  service,  and  the 
telephone  lines.   Now  the  same  thing  is  happening  with  my  dnjg  company.   He  owns 
everything  -  even  the  competition.    They  control  the  market  force& 

Why  are  American  dmg  prices  so  much  higher  than  in  other  countries?   As  you  know, 
we  are  the  only  industrialized  country  without  universal  health  insurance  and  some 
form  of  dnjg  review  board  to  set  prices.  The  U.S.  is  the  last  free  martlet  in  the  worid 
for  pharmaceuticals,  so  the  dmg  companies  raise  prices  here  because  they  cannot 
raise  them  elsewhere. 

Every  time  we  hear  the  brand  name  manufacturers  complain  that  they  will  not  be  able 
to  develop  breakthrough  drugs  for  untreatable  diseases  such  as  cancer  and  AIDS  if 
they  cannot  make  unlimited  profits,  we  wonder  how  they  have  survived  so  long  in 
Europe.   Practically  every  European  country  controls  the  prices  of  drugs,  and  yet  the 
largest  manufacturers  are  multi-nationals  either  based  in  Europe  or  with  a  major 
European  presence.   We  have  never  heard  of  a  drug  company  refusing  to  sell  a 
product  in  France  or  Italy  because  the  price  is  too  low.   Surely  they  have  not  been 
cost  shifting  their  R&D  expenses  to  the  American  consumer  all  of  these  years?   If  this 
is  true,  it  is  time  to  tell  the  rest  of  the  industrialized  worid  that  the  party  is  over,  and 
they  will  have  to  pay  their  fair  share. 

It  is  no  secret,  Mr.  Chairman,  that  drug  manufacturers  consider  the  U.S.A.  the  most 
lucrative  mart<et  in  the  worid  because  we  don't  control  prescription  drug  prices.  And, 
the  President's  plan  does  not  call  for  price  controls;  it  calls  for  voluntary  price 
constraints.   This  carrot  and  stick  approach  is  laudable,  and  the  pharmaceutical 
industry  would  be  wise  to  voluntarily  do  what  the  President  requests  of  them  because 
they  will  have  a  much  larger  customer  base  after  refonn. 

Industry  critics  of  price  controls  are  quick  to  point  out  that  in  countries  like  France, 
where  pharmaceutical  prices  are  half  ours,  drugs  still  comprise  12%  of  health  care 
costs  which  is  almost  twice  ours.   However,  they  ignore  the  fact  that  in  countries 
where  universal  coverage  is  guaranteed,  access  to  treatment  is  increased  and, 
historically,  when  access  is  increased,  utilization  Is  increased.   Phannaceuticals  will  be 
covered  by  the  President's  health  reform  plan  if  Congress  passes  it,  so  the  drug 
industry  will  prosper  in  the  U.S.A.  even  if  they  have  to  charge  less.   Increased  volume 
will  make  up  for  lower  margins. 
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Undoubtedly,  passage  of  health  care  reform  will  be  one  of  the  most  significant 
achievenfients  of  this  century.   Despite  the  industry's  assertions,  the  President's  plan 
will  Qfi]  penalize  dnjg  companies.   Indeed  it  contains  costs  for  most  commodities  and 
services,  but  not  for  drugs.   It  even  caps  the  price  a  pharmacist  can  charge  for 
dispensing  a  drug,  but  qqI  the  price  of  the  drug  itself. 

The  mandatory  1 7%  rebate  for  Medicare  drugs  puzzles  us.   Outside  of  the  beltway, 
Mr.  Chairman,  rebates  are  often  seen  as  'kickbacks.'   Why  would  the  government 
need  a  kickback?  Why  not  just  tell  the  companies  to  reduce  their  prices  by  17%? 
Who  gets  the  rebate?   If  the  rebate  goes  to  the  government,  it  will  not  reduce  the  cost 
of  our  health  insurance.   And  the  drug  companies  are  apt  to  eam  back  the  rebate  by 
raising  their  prices  even  more  to  the  ret£ul  martcet.   Rebates  should  be  illegal 
throughout  the  entire  market  -  -  both  public  and  private. 

The  American  patient  is  being  cost-shifted  to  death.   Besides  paying  for 
uncompensated  care  for  indigent  patients,  paying  higher  prices  at  the  pharmacy 
counter  than  other  buyers,  subsidizing  the  research  through  our  taxes  and  tax  breaks 
to  corporations,  we  are  also  subsidizing  drug  development  for  the  rest  of  the  worid 
because  they  do  not  want  to  pay  the  prices  for  drugs  that  are  demanded  of  us. 
Something  is  not  right,  Mr.  ChainriEui,  and  some  of  the  suggested  solutions  will  punish 
the  patients  rather  than  face  the  issue  head  on.   We  have  to  find  ways  to  make  the 
free  martcet  wori<  to  contain  drug  prices  or  we  have  to  do  what  other  countries  are 
doing  to  restrain  prices. 

In  the  U.S.  the  pharmaceutical  industry  spends  $1  billion  more  each  year  on  mart<eting 
than  R&D.   In  England,  companies  spend  only  10%  of  their  budgets  on  mari<eting. 
Ask  yourself  if  society  will  suffer  or  benefit  if  fewer  'me-foo'  drugs  are  developed 
because  more  R&D  resources  will  have  to  be  targeted  to  breakthrough  dmgs.   These 
pending  cheinges  will  benefit  all  of  us  if  the  President's  plan  is  passed.   But  if  Medicare 
is  not  pennitted  to  pay  for  a  bresJrthrough  drug  that  is  deemed  to  be  priced  unfairiy  by 
the  breakthrough  drug  committee,  who  will  suffer  more  -  the  patient  or  the  drug 
company? 

The  President's  plan  also  permits  every  insurer  to  employ  a  formulary.  This  will 
certainly  drive  prices  down  for  the  most  commonly  prescribed  drugs.   But  if  you  have  a 
rare  disease  that  is  treatable  with  one  specific  drug  that  is  not  on  the  formulary,  what 
will  you  do?  We  believe  that  the  Health  Security  Act  should  have  clear  concise 
guidelines  and  restrictions  for  fomnularies  because  without  national  staindards  they  will 
omit  expensive  drugs  even  if  they  are  the  only  treatment  for  a  deadly  disease.   We 
have  seen  this  in  years  past  with  Medicaid  fonmularies  in  the  absence  of  clear  and 
stringent  federal  regulations.   Why  punish  the  patients  when  they  don't  choose  their 
disease,  whereas  drug  companies  sJQ  choose  their  prices. 

We  would  like  to  see  the  proposed  Breakthrough  Drug  Committee  have  some 
enforcement  powers,  rather  than  being  an  advisory  committee.   Wrthout  this  eibilrty  to 
contain  costs,  any  savings  we  see  from  free  market  competition  on  older  drugs  will  be 
cost-shifted  onto  new  drugs.   And  we  would  have  no  objection  to  giving  breakthrough 
manufacturers  a  bonus  for  innovation  if  the  drug  has  an  important  benefit  to  society. 
But  if  a  drug  is  deemed  to  be  priced  unfairly  why  punish  patients  by  denying  them  a 
drug  that  could  save  their  life?  Why  skirt  around  the  issue  when  it  is  not  the  patient 
who  is  at  fault,  but  the  manufacturer. 

Finally,  I  would  like  to  address  the  question  of  why  there  is  no  competition  between 
companies  wanting  to  manufacture  the  same  orphan  drug,  which  by  definition  is 
supposed  to  be  a  'drug  of  limited  commercial  value"?   Unquestionably,  the  primary 
incentive  of  the  Orphan  Drug  Act  is  the  exclusivity  provisions  which  grant  a  legal 
monopoly  that  prevents  competition  for  seven  years.  The  fact  is,  for  the  real  orphan 
dnjgs  we  are  lucky  to  find  one  sponsor  willing  to  manufacture  the  drug.   But  there  are 
other  "pseudo-orphans"  that  actually  have  substantial  commercial  value  because  the 
actual  mari<et  for  the  drug  is  much  larger  than  the  orphan  indication,  and/or  the  orphan 
drug  monopoly  allows  the  manufacturer  to  charge  any  amount  they  want. 

Once  the  drug  is  on  the  mari<et  with  the  orphan  protection,  doctors  can  prescribe  it  for 
more  prevalent  diseases  -  -  encouraged,  of  course,  by  the  company's  sales  force  who 
keep  the  doctors  apprised  of  studies  showing  the  drug's  effectiveness  for  off-label 
indications.   One  example  of  this  is  human  growth  hormone  (hGH).   It  was  given  an 
orphan  drug  designation  for  pituitary  dwarfism,  which  affects  an  extremely  small 
population.   However,  since  the  dnjg  was  approved  it  has  been  used  for  everything 
from  simple  short  stature  in  healthy  children  to  obesity  and  even  aging!  Two 
companies  market  closely  related  forms  of  growrth  hormone  in  the  United  States  and 
their  combined  sales  this  year  alone  may  reach  nearly  $400  million. 
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I  do  not  want  to  totally  condemn  this  practice,  because  at  least  the  Orphan  Drug  Act 
monopoly  encourages  companies  to  begin  looking  at  drugs  for  rare  disease 
populations.   And,  at  least  one  company,  Bristol-Myers  Squibb,  once  it  discovered  that 
its  orphan  drugs  (DDI  and  Taxol)  would  benefit  more  prevalent  diseases,  relinquished 
its  orphan  designations  for  the  products.   The  real  question,  however,  is  whether  or 
not  orphan  drugs  that  have  multiple  sponsors  would  have  been  developed  without  the 
protection  of  the  Orphan  Dmg  Act  in  the  first  place.   The  answer  is  when  a  dnjg  is 
expected  to  be  very  profitable  they  probably  would  have,  especially  in  the  case  of 
human  grovrth  hormone.   Five  companies  were  developing  the  drug  simultaneously 
and  you  can  bet  they  knew  how  profitable  it  would  be. 

We  know  these  are  very  difficult  issues  to  address.   We  are  sensitive  to  the  fact  that 
several  large  pharmaceutical  manufacturers  have  pledged  to  keep  their  "weighted 
average"  price  hikes  in  line  with  inflation,  and  we  are  grateful.   However,  these  are 
less  than  twenty  companies  out  of  hundreds  of  pharmaceutical  manufacturers  who 
have  nol  made  a  similar  pledge.   Obviously,  something  must  be  done  to  keep  all 
single  source  prices  in  line  with  inflation  during  the  transition.  And  after  the  transition, 
reimbursement  for  multiple  source  drugs  should  be  limited  to  the  lowest  priced  generic 
or  the  branded  drua  only  if  it  is  an  equivalent  price    This  means  patients  would  have 
to  pay  the  difference  between  the  generic  and  brand  name  dnjg  out-of-pocket,  and 
this  would  drive  branded  drug  prices  down  very  quickly. 

No  matter  what  shape  health  care  reform  takes,  it  must  include  cost  containment 
provisions  for  pharmaceuticals.   For  once  we  patients  pay  $5.00  per  prescription,  the 
prices  of  drugs  will  not  be  om  problem.  They  will  be  your  problem. 

In  conclusion,  I  have  a  brief  anecdote  to  tell  you.   During  the  first  week  of  May  1993, 
at  the  height  of  public  discussion  and  concern  about  health  care  reform,  I  finished  a 
visit  with  my  doctor.   Standing  at  the  counter,  I  handed  a  check  to  the  bookkeeper 
who  walked  to  the  far  side  of  the  room  to  enter  my  payment  on  her  computer.   But 
instead  of  processing  the  check,  she  spent  a  few  minutes  speaking  loudly  to  the 
woman  standing  beside  me  at  the  counter.   She  was  the  new  breed  of  'detail  person" 
for  a  phanmaceutical  company;  well  dressed,  good  looking,  young  30's.   She  was 
stacking  drug  samples  as  she  spoke  and  filling  out  obligatory  paperwori<  mandated  by 
the  FDA. 

The  detail  person  was  trying  to  arrange  a  convenient  date  to  take  the  office  staff  out  to 
lunch.   "What  about  the  doctors?"  asked  the  bookkeeper.   "Oh,  my  company  is  very 
strict  about  that,"  said  the  phanmaceutical  representative,  "the  FDA  says  we  cannot 
take  the  doctors  out.   So  we'll  have  an  early  lunch  and  we'll  bring  something  back  for 
the  doctors." 

I  counted  six  staff  people  behind  the  counter;  bookkeepers,  nurses,  appointment 
personnel.   I  wondered  why  they  were  not  smart  enough  to  talk  privately  in  an  empty 
office.  Their  discussion  was  loud  enough  for  everyone  in  the  watting  room  to  hear. 

"Excuse  me,"  I  said,  "but  why  don't  you  lower  the  price  for  your  drugs  instead  of  taking 
these  people  to  lunch?   And  don't  you  think  it  would  be  wiser  to  bribe  doctors  and 
their  staff  behind  closed  doors  rather  than  out  here  where  the  whole  waiting  room  is 
listening?" 

As  soon  as  I  said  it,  I  was  angry  at  myself.   But  I  am  a  consumer,  and  consumers  are 
angry.   As  I  exited  through  the  waiting  room,  there  were  smiles  and  nods  of  approval 
from  waiting  patients.  They  too  are  consumers,  and  they  are  just  as  angry  as  I  am. 

So,  as  long  as  we  are  paying  for  the  companies  to  take  these  people  out  to  lunch,  for 
the  lobbyists  with  their  blow  dried  hair  and  alligator  shoes,  for  the  doctors  to  attend 
pharmaceutical  conventions  in  beautiful  Hawaii,  and  for  all  the  other  mart<eting 
techniques  that  we  don't  see,  our  prices  will  continue  to  rise.   Mr.  Chairman,  we  are 
counting  on  you,  this  Committee,  and  President  Clinton  to  clean  up  this  mess  and  set 
us  on  the  road  to  health  care  reform. 
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Pharmaceutical  Firms  and  Critics 
Dispute  Cost  of  Developing  Drugs 


Continued  Frvm  Page  Bl 
on  biological  screening  and  testing  of  those 
compounds  and   $2.1   billion  on   human 
testing  of  those  potential  new  drugs. 

•We  aren't  just  talking  atxjut  a  couple 
of  scientists  with  beakers  in  one  room, " 
says  Merck  &  Co.'s  chief  financial  officer. 
Judy  Uwent.  "When  you  walk  through  one 
of  our  labs,  you  understand  the  depth  of 
capital  in  this  industry."  Merck  recently 
spent  $61  million  to  set  up  a  research 
facility  in  Montreal  that  houses  about  250 
scientists.  At  such  sites,  Ms.  Lewent  says, 
traditional  tools  such  as  $40,000  micro 
.scopes  are  being  replaced  with  nuclear 
magnetic  resonance  spectrometers  that 
may  cost  10  times  as  much. 

During  the  middle  stages  of  drug  R&D, 
when  potential  new  medicines  are  tested 
on  animals,  costs  taper  off,  according  to 
most  studies.  Even  there,  however,  some 
outlays  are  climbing.  The  Jackson  Labora- 
.  tory  in  Bar  Harbor,  Maine,  says  it  sells 
basic  research  mice  for  $7  each  but 
increasingly  gets  orders  for  special  mice 
with.  say.  preselected  mutations.  These 
can  cosi  S60  or  more  apiece. 

Costs  surge  at  the  final  stage  of  drug 
■  R&D.  known  as  Phase  III  trials,  when  new 
rompounds  are  tested  on  1.000  or  more 
palienis  for  safety  and  efficacy  Tufis 
I'nivcrsitv  economist  Joseph  Di.Masi  esu 
nKiiecl  in  a  1991  paper  that  a  typical  Phase 
III  iiKil  costs  S12.8  million.  He  expects  thai 
fii,'iire  has  grown  since  then. 

In  one  of  the  biggest  hum.nn  trials  eviT. 
(■onenlech  Inc  recently  spent  553  iniliuMi 
;,.  U'Si  one  of  its  heart  drugs  on  more  than 
iii.iKXi  patients  in  15  countries.  But  drut; 
(ompanies  sav  that  even  iheir  less  ambi- 
uuiis  trials  carry  big  price  tags  Lilly 
reports  spending  S2,000  per  patient  fur 
two  week  tests  of  new  antibiotics. 
Kegulatory  Creep 

We  re  seeing  what  1  call  regulatory 
creep.  ■  says  Lilly's  Dr.  Thompson  Each 
lime  that  Lilly  proposes  a  new  driis  trial, 
lie'  says,  federal  regulators  ask  fur  i  liltle 
inuirdata  to  be  collected  on  a  slii;hil\ 
l,irs;er  group  of  patients  While  DrThomp 
v.n  >.ivs  each  specific  re(|uesl  is  jiislili 
■:■!,■  I'e  idtls:  ■Us  odd  lli.il  ''iie  .irei  -1 
Ml.'  .j"vernmenl  is  compl.nnKi'.;  ali'uii  Hie 
IM  H  eb  lliat  another  arm  <il  ilie  -nuTmiienl 
i>  ( reating   ■ 

.Ml  these  costs  add  up.  skepius  Na> 
lull  iliev  may  not  add  up  in  .i>  mhk  li  ,i>  Hie 
.liM-iiiiliislry  claims.  ■Uiitieil  m  llie  indiis 
II  ■,    i.i-,i    estimates    is   a    loi    nt    wasle. 
...mends  Sidney  Wolfe.  Iiead  nt  llie  Kalph 
\.i.l.-i  .ilfilialed  Public  Ciii/en  lie  illli  !(.• 
seaieh  (Jroup  and  a  freiiuciil  i  rilie  <il  Hie 
.Irii;;  industry. 

A  recent  survey  by  Kriisl  &  Voiiii^ 
!i,mi(l  Ihat  small  biotechnolni^v  (ompanies 
i.\peel  to  spend  just  S\2'<  millmn  lo  bniii; 
(Mill  new  drug  to  market  l>i  Wolfe  .on 
tends  that  such  figures  show  wlial  a  le.iii. 
efficient  research  organi/alion  needs  to 
spend  to  get  a  drug  to  market 

Other  analysts  say  it's  unfair  after  the 


Pharmaceutical  research  Is  littered  with 
dead-end  projects  that  don't  produce  via 
ble  drugs,  but  such  missteps  may  be 
inevitable,  says  Judith  Wagner,  director  of 
the  OTA'S  study.  "Our  assumption  was 
that  drug  companies  don't  throw  money 
down  a  sinkhole  purposefully,"  she  says. 
Data  Dispute 

A  bigger  area  of  dispute  involves  the 
right  way  to  adjust  raw  data  to  acknowl 
edge  that  most  R&D  spending  occurs  years 
before  products  come  to  market.  Most 
researchers  agree  that  actual  R&D  outlays 
should  be  multiplied  by  some  factor  to 
reflect  the  cost  of  capital  and  the  time 
value  of  money.  But  economists  disagree 
about  what  rate  to  use. 

The  OTA  in  its  study  opted  for  a 
relatively  big  adjustment:  14%  a  year  for 
early  research,  scaling  down  to  10%  a  year 
for  late  stage  development.  Drug-industry 
officials  say  those  rates  closely  match 
what  they  use  for  internal  financing  calcu- 
lations But  industry  critics  say  the  adjust- 
ments may  be  too  generous.  They  note  that 
actual  cash  costs  totaled  just  S127  million 
per  successful  drug  and  that  cost-of  capital 
adjustments  nearly  tripled  ihat  amoiini  on 
a  pretax  basis,  to  S:i59  million. 

FinalK.  analysis  differ  on  whether  to 
focus  on  pretax  or  aftertax  estimates  of 
drug  indiistr\  RiD  We  sjenerally  do  use 
the  before  tax.  S.i^y  million  inimber  "  uteri 
in  the  OTA  sliid\ .  says  Ciry  Persinger.  an 
economist  at  the  I'.MA.  ihe  drug  industry 
trade  group 

The  OTA  Itself  sees  lliniris  differently. 
Id  definiieU  turn  to  the  after  tax  num- 
ber.' savs  the  OTA  s  Ms  Wagner  Inves 
tors  care  abonl  llie  post  lax  rale  of  re 
lurn  •■  she  observes  Tti.il  figme  amounts 
to  an  apprei  lablv  sm.iller  Siyt  million,  she 
observes,  bet.nise  RiD  costs  are  l.ix-dc 
diRlible  for  drug  companies 
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DO  WE  PflOr  100  MUCH 
FOR  PRESCMPnONS? 


Though  drug 

companies 

are  starting 

to  moderate 

their  prices, 

drugs  are  still 
too  costly— 

and  often  not 
covered  by 
insurance. 


agamio  GagOani,  a  6& 
year-old  AUMtlu  nid- 
ower,  gets  a  ride  every 
mnlli  to  Dosa  Drugs  to 
pick  DP  $340  worth  at  medidne.  He 
must^  aght  separate  prescripiians 
fir  tugh  blood  presaoie,  heart  cBa- 
eaae,  respiralwy  &3ure,  and  iSa- 
betes.  WUIe  Medkare  CGvere  nunt  cf 
tbe  coat  af  GitfanTs  doctor  visitB,  it 
p«ys  notfiing  tor  preiciiptioas  SDed 
OQtade  tlife  ho6})itai— and  presoip- 
tioD  dmgs  are  Gagliaof  a  biggest 
mescal  expenae  by  tv. 

A  retired  booUseper,  Gagfiani's 
only  income  it  hia  $S94  moathly 
Social  Secmity  dteck.  His  presoip- 
lioo  costs  eat  up  more  than  haU  of 
tbaL  Because  of  bis  bi^  medical 
bins,  a  state  ptognm  pidss  up  tbe 
rent  for  his  apartment  StiS,  he  often 
iiins  sb«t  of  money  for  food  1  get 
Meals  on  Wheels  once  a  day  five 
dq«  a  week,  and  the  rest  of  the  time 
I  just  tisbten  nqr  bell,' be  says. 


Eve  Coleman,  a  Soufli  Carolina 
imiversity  pitifessor,  baa  been  bat- 
dins  bieast  cancer  for  Oie  past  year 
and  a  hall  Her  toeatmeDts  have 
involved  many  kiodi  of  dnis  therapy, 
induding  iidravenoua  antibiotics  at 
borne;  she  eatimates  die  total  cost  of 
medkalioD  has  bees  $40,000  so  br. 
Her  Bbe  Cross/Bhie  Shield  poGcy 
h»  covered  almoGt  all  o<  it 

"YestEid^,  I  boiq^  amoxifen. 
Atom  OorsRpam),  needles,  saine 
solahoo,  and  bqxim,*  she  said  re- 
cantly.  "My  dni^tore  bin  was  $2Ga 
It  be  rdn^xmed  for  all  of  it.  except 
for  about  $10  fir  sooc  codnent* 

These  two  patients  represent  tbe 
eictrones  of  the  S854>ilEiHh»year 
presoiplkaHfaug  madcetpiace.  CMdy, 
lifesavmg  diugs  are  readily  available 
to  wdKpaHied  paliei^  like  &«  Cob- 
man.  even  if  at  an  escabtiog  cost  to 
the  nation's  beaUKare  system,  wble 
mSEoBs  of  otfteis  are  Idft  hdiind  to 
fOf  for  medidne  oat  of  then'  own 


pocket  or  do  ^riBwit  Ooeqnarter  of 
those  under  S  aial  half  of  flwse  over 
65  must  pay  for  presoiptiap  dniga 
QQ^Msrown. 

Even  people  who  have  pRsoiplioil 
coverage  still  pay  sumeMng  out  of 
pocket  through  copayments  and 
deductibles.  Overall,  more  dun  half 
tbe  oatkm's  outpatient  drug  biD  is 
paid  dkedly  by  conaumas. 

Whether  or  not  people  were  weD 
ianired  fiir  drug  coats  would  matter 
Gtde  if  preaciiplkm  drugs  wne  eoaty 
a&rdable.  Bat  man;r  no  longer  are. 
Aaimaceutical  oompaniet  nised 
prices  virtually  at  win  diolng  die 
ISeos,  and  poaed  pn^ts  that  were 
twice  as  tdg^  as  diose  of  many  other 
indushiea.  No  wooder  IVeskJent 
Clnton  chose  die  phamaceutical 
industry  as  ooe  of  the  firA  targte  of 
healthcare  refivm. 

CU  conducted  an  iuvesligation  to 
determme  vdtjr  drug  prices  are  so 
Ugh,  to  ocamme  possible  ways  tc 
knver  prices.  Old  to  loin  vrtut  cort- 
sumeis  can  satiy  do  to  cut  dKir  own 
drug  bills.  Amraig  our  findings: 

□  Though  drug  craitpanies  need 
to  earn  hi^  profits  to  attract  capital 
(or  research  and  development  prof- 
its in  the  1980s  woe  higher  than 
needed  for  that  purpose.  Those  ab- 
normally high  proffis  came  largely 
from  contino^  price  increases,  not 
fnun  givwth  in  sales. 

Q  Under  intense  poGlkal  and  mar- 
ket preasare.  drug  manu&cnirers 
have  finally  reined  m  dieir  average 
annual  price  increases.  But  weO- 
insnred  people  are  reaping  most  of 
the  benefit;  prices  are  ^  risinc 
&ster  than  inflation  for  those  vriio 
p^for  drugs  out  of  pocket 

Q  BylivhigintheonlyiadnaDrial- 
iied  oDuotry  that  makes  no  eSort  to 
regulate  drag  prices,  U&  oonsumen 
are,  in  effect  subsidiang  much  of 
the  world's  pharmaceutical  industry. 
iCgber  drug  prices  here  he^  pay  fbr 
resendi  that  benefits  citinns  of 
ctiier  countries  with  kiwer  prices. 

O  Consumers  aba  sub^dize  die 
indostiy  a  seconil  time  tfarou^  their 
tax  doOais.  Every  year  the  taipiyer- 
fiinded  Nttioial  htstitutes  of  He^ 
the  world's  largest  hjomedkal  re- 
search orginizatioo,  awards  private 
phamaceutical  companies  eB±tstve 
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ri^its  to  commerciaEtewlut  anouids 
to  huodreds  at  miOkinB  of  dollars  oi 
free  research.  One  wtnild  flunk  the 
prices  of  the  productt  produced 
through  Govenunent  research  would 
reSect  the  pubGc  iovEStment  is  their 
devebpment  Instead,  they  often 
carry  the  highest  price  tags  of  any 
drugs  being  brought  to  market 

AraproMf  IM  Upi* 

Drug  manufidurers  vere  able  to 
indulge  in  an  uninhilated  spree  of 
price  raistag  during  the  1980s  be- 
cause prescription  drugs  are  not  sub- 
ject to  the  normal  restndnts  of  com- 
petition. Many  enjoy  the  monopoly 
benefits  of  |»teot  protection.  And 
consumer^  who  pay  the  biE,  do  not 
make  the  decisions  about  what  to 
buy,  their  doctors  do.  So  the  main 
restraint  on  price  ia  the  consumer's 
ability  to  pay. 

Dvuing  the  1980s,  iocreasiiig  insiD'' 
anoe  coverage  removed  some  of  that 
last  restraint  IDiug  prices  rose  ^ster 
than  heahh-care  costs  overal  and 
much  faster  than  the  rate  of  general 
inflation.  Total  U.S.  pharmaceutical 
sales  revenues  more  than  tripled 
over  6\e  decade,  ahhough  the  vol- 
ume of  drugs  sold  hard);  budged. 

TVn}  tactDTS  converged  to  put  an 
end  to  this  pattern.  One  was  the 
growing  pubBc  coooem  over  the  ooo- 
tinuous  escalatioa  of  healdvcare 
costs.  The  other  was  AZr. 

In  1987  AZr  became  die  first  anti- 
AIDS  drug  apptjved  in  the  U.S. 
Bunvuf^s  WeOcome.  its  mano^ 
turcr,  deddmg  to  test  what  the  traffic 
wottU  bear,  priced  AZr  at  $8000  to 
$10,000  a  year.  Coovany  offidals 
soon  found  themsdves  bebre  a  Coo- 
gressional  conmiittee  trying  to  ex- 
plain why  diey  had  priced  be  drug 
so  high  in  the  midst  of  an  AIDS 
epidenno-and  after  the  Federal 
Guwamueut  had  liken  i3d]«iuiJiu3iy 
steps  to  help  Burroughs  Weflcome 
get  the  dmg  to  oarfcet  in  onefftfa 
the  usual  time,  llie  public  (000  came 
to  Ke  that  the  prSdng  of  AZT  was 
merely  an  extreme  example  of  the 
drug  industiys  wflingneai  to  chaige 
very  high  price*  for  products  thai 
are,  litoally  for  tticir  users,  life's 
necessities 

WhOc  the  rate  of  price  increases 
has  slowed  undo-  |»blic  pressure, 
the  cost  of  pfeKnption  drugs  and 
the  profits  eaned  by  pharmaceotxal 
companies  remain  high.  Last  year, 
the  pharmaceutical  industry  had,  as 
usual  die  htgheit  return  on  sales, 
the  highest  return  on  assets,  and  the 
hi^esl  return  on  atockbolder  equity 
of  any  induaoial  group  in  the 
CONSUMER  REPORTS   OCTOBER 


Fortune  500.  Its  11.5  percent  return 
so  Saks  was  more  tiian  four  tiroes  as 
hl^  as  the  averuge  of  aH  Fortune 
SOO  companies — and  ahnost  twice 
diat  of  the  second-most  profitable 
industry.  Eight  drug  companies  were 
among  the  25  companies  with  the 
biggest  absohite  profits. 

TWtMMMt* 

The  drug  industry  insists  that  its 
potential  for  high  profits  is  necessary 
to  attract  the  capital  needed  to  do 
research  and  development  on  new 
drugs.  WShoat  a  constant  stream  of 
Dew,  patentable  products,  brand- 
name  drug  companies  would  eventu- 
ally go  out  of  business.  The  industry 
points  to  that  basic  fact — and  to  the 
opense  of  research  and  devekip- 
ment— whenever  proposals  are 
made  to  restrict  its  freedom  to  raise 
prices  as  it  pleases.  Industry  spokes- 
people  also  routinety  warn  diat  price 
controls  would  cripple  new  drug 
development  Behind  that  argument 
les  a  veiled  threat  If  you  won't  pay, 
we  won't  invent  new  drugs— and 
youTl  die.' 

It  is  true  that  fincfing  and  devekip- 
ing  new  drugs  is  a  lot  harder  arid 
riaber  than,  say,  designing  a  new 
breakfast  cereal  The  drug  discovery 
process  invoh/es  as  much  luck  as 
1093 


design.  The  vast  majority  of  com- 
pounds screened  for  niedidnal  poten- 
tial never  even  make  it  to  human 
testing,  let  akme  to  market  And  drug 
products  have  to  get  past  die  U.S 
Food  and  Drug  Administratiaa's  re- 
views for  safety  and  efficacy  before 
diey  czn  be  sold. 

But  as  costly  as  S&D  is,  it  is  not 
the  most  expensive  part  of  marketing 
new  drugs.  By  rnosi:  informed  estt 
mates,  the  industry  fiends  about 
30  to  SO  percent  more  sel£ng  and 
promoting  its  products  than  it  does 
inventing  and  testing  diem.  Drug- 
makers  defend  these  expenditures 
as  "education,'  but  much  of  what 
passes  for  educatioa  is,  in  reality, 
thinly  disguised  pmnotiaii.  (See 
"Pushing  Drugs  to  Doctors,  CON- 
SUMHB  KPOKIS,"  February  1992.) 
Moreover,  while  drus  development 
is  inherently  cosily  aid  sorriewhat 
risky,  it's  not  nearty  as  much  of  a 
crapshoot  as  Industry  spokcspeople 
suggest 

The  riskiest  part  of  research  is  die 
earliest  stage,  when  compounds  are 
first  \>eng  screened  for  dieir  usefol- 
ness.  Thf  large  drug  companies  like 
to  leave  to  risk  to  university  labora- 
tories anil  small  starmp  companies, 
then  come  in  and  buy  or  hxisc  the 
most  promising  prodocts.  "They 
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^^T)(mARSFOR  Drugmakers 


/'/■■■:-.^^>:  ■ 


^T»i'^S''-S^-^''' 


HOWfOOiUBSmZEIIIE  DRUG  INDUSTRIT 


fiieire  ii  ooe  of  the  mott  U^Uf  ngnb 
Americm  iaduabtes.  But^i  ilao  <A^?, 
reodvtng  «al  otpkn^  oCPederalliiSeiCf 
Hctc  ire  tfew<rf  fl>e  miinr  «iiiiiUiii«|iiar 

profitible  bnannw     •  '^  <'''"<r.  '-r^'i -^^Iv 

has  fooled  more  ttuQ  half  ftenilkn'*:; 
aanul  bS  for  hcriflwdited  TCtHgrftr/,  -       .  ,  _    .. 

Ofin.  Feder^  iimdea  raMtiidi  renSx^C  ]«k|(  aald  MfisDipa  wotHi  of  tbe  dnis. 
uaeiil  drugs.  Until  very  reqo^  idnitte  VlSoibmr^fotanM^,  be  onl7  avail- 
(»i««^  wen  ible  to  UM  Off tEqiijtlgr .  ibkift^ 

tended  reaeardi  to  nuriut  D«r  dragij^  nlileijSm.'mi:Sai  cauKs  biiiidiiesi. 
umunaBy  high  price*  „r  'r-^ .j^^  TTMa»lei»fcitg$Zl^  aynr-  Attra Fhar- 

Three<iutiten  of  FedenI  leeeao^  «)^ '  tnKRilKBila^^ 


'^i  "W'Ctnlim  (algboerai^,  an  enzyme 
fliei^JK'Cmdiei's  &ease.  iVice:  op  to 
^300;OM-«~,yca;ifBr  severe  caae*.  NIH 

yi^nftafc  ifiM  iiwiWiih^Tmttiigwijyiitf, 

fguicA^  bow  to  harreit  it  from  Iniman 
yhrriit».-.aflaffl«d1t  diepdally  to  treat 
flieiOMiie,  andgvie  Genuine,  Qie  dnya 
aako;  $taiEanto^end  on  eirjydnical 
UKttxSL,MlBa.  yoftig  ano&er  $29^ 
-iibOBaB^'J^<««Di40oney,  Genzyme  got 
FQA:  «^ilflKft«  «ppvnl  in  1991.  Ihat 


pdt  I'oiHftt  from  the  '"itft'^y  Ni 
tutes  of  Heahfa.  With  its  SKMnScn 
budget,  die  NIH  is  aie  vnif  t 
hmfiyififal  leaeafili 
ovD  diatioguUied  aln  of  '^^^^i 
alio  ghes  away  taBoM  of  ddbnTtt 
veiai^  iese«nJiaa;^j:sV  ;^-|^g:^ 

Mudi  of  flie  NfflVfi  ^  ■ 

the  devt]u|Ruent  of  dnj( 

devaslaflagdiBeaaea,  qpeda^ 
AIDS.  Typically,  Oie  loadtute'* 
BCPBco  cofiijwwida  |v  ^wtfnttil 
against  &e  target  da^aae.  Then  Siey 
duct  iHiiiial  tests  sod  ixcuujlmy 
testing.     :  -      .     '^vvi,-*';" 

If  E  compound  doIcb  uiuiuiBQg 
the  NUi  inritcs  private  oompsoies'ts  ^ 
for  ttt  right  to  bring  the  (hiig  tD'^otaf 
The  NIH  research  saves  drag  oonqiaDi^'^ 
the  R&D  opeoaes  tfa^  wDidif  o&enria^ 
have  to  hear.  Yet  be  Boeaang  lees  iwf _ 
diug  companies  pay  to  the  NIK  repreacflt . 
only  a  bactioo  of  die  vsbe  of  die  reaonb^ 
nfonnalion they  receive  -        ^-,-' 

Since  the  nud-lSfiOs,  the  NIH  las  aba  V 
negotiated  fannat  reaeardi  and  devekif-^^ 
ment  agreements  with  private  partnen.-:; 
who  bdp  support  the  hiriitute's  reseatdi  !> 
m  exchcnge  for  an  opiioa  to  negbtiite  ml- 
achieve  Bcoae  for  my  Haniimtilproi^ ' 
uct  that  may  result  But  these  anang^v 
ments,  too,  coat  ""^""l"  rditivdyftd^^,: 
forabugebencflL     .  ''«  -.vk'X 

AD  thte  would  be  fine  if  drag  cotqandea'. 
tfaatbrnffitrri'fixmiGoveninientresfdi^^^ 
poaaed  their  aavtngs  on  by  seBaig'tbD^ 
resoUng  products  at  a  reaaooahie  priccyi. 
They  dont  Until  quite  recently,  the  MlBf 
allowed  mmpanlfs  to  charge  any:p(taej' 
they  wanted  for  drugs  Govenmat  acJear^  ■ 
tists  had  discovered.  IVedklab^,  ocngpa-^, 
oies  in  die  bat  Jew  ycare  released  leienfl  ' 
rrmafkaHy  eapeutive  drags  developed'. 


feiaatlSuwa  iaiiait.jMid  nullians  for  die 
dno^^finocaldne^juuent 

'"'     "  IjBevamiscl^.anoldwteri- 


die  future  win  iie  sold  at  a  &ir  price.  But 
die  first  two  products  released  under  die 
new  poEcy  seem  expensive:  Taxol  (pacfi- 
taseO,  a  cancer  drug,  cods  al»ut  $6000  a 
treatment  cyde,  and  Fidte  (ddO,  an  AIDS 
drag,  costs  $1750  ayear.  NIH  officials  say 
dieae  drugs  are  cheaper  than  competitDn 
but  concede  tiiat  industiy  secrecy  makes  it 
^nipossibk  to  tell  bow  profitable  die  drugs 
reaDy  are.  In  additico,  some  compoiiies 
love  said  diey  wool  agn  agreements  with 
die  NIH  unless  they  can  sei  any  price  dicy 
want  for  the  resulting  products. 

LovidiMpfw'oipiHK' 

ItTs  rdadveiy  easy  to  malie  money  oo 
drags  for  common  diseases  Eke  ukers  or 
diabeCes.  But  some  diseases  are  so  rare 
diat  doing  business  as  usual,  a  company 
would  never  have  enou^  customers  to 
repay  its  reseaidi  and  development 


jmymupoujid  recently  <fisoovered  to  be 
an  eflBctivt) -liwitiiaMt  "for  oofen  cancer. 
Moe::$S.a^^iDi;  peofde,  awiitared  to  6 
centaiprQie  sameamouot  of  drug  admin- 
istEfcd  to  a  sheep.  Jofasson  &  Johnson 
maritetstiieibug;  die  research  on  its  anti- 
caoeer  efiects  waaSnanoed  by  die  NIH. 
y:  Id  cases  Ike  dtbaerdieccHiqianies  have 
'aaid'tfaeirlliiAnifces  reflect  die  tens  of 
-miI&ns!df'doDan''QKT  spent  to  secure 
'  rcgalatoor  approval  and  gear  up  mannfao* 
iima8;'fociBies.3at  since  the  companies 
•  wuulL^evealitpar'aocQuntB  to  outsiders, 
tfaere'aao  way  Id  check  whether  fiiose 
'  rafionalea  hold  lip. 

.ftficyinakBS  ibdeve  they  donX  and 
XoogleaB  has  pressured  die  NIH  to  do 
.-  aooDedihy '  to,  pmeut  consumers  &tnn 
bdqgcflantBd  twice  for  tfadr  drags— once 
dmm^ 'tana  4br:  research  and  again 


That  at  least,  was  die  premise  of  tbe 
On^ian  Drug  Act  enacted  in  1983.  Tbe  law 
gives  diugmalcers  incentives  to  make 
drugs  for  conditions  diat  a&ct  fewer  than 
200,000  AmaicsQS.  These  indude  re- 
search grmts,  extra  FDA  help  in  setting 
up  clinical  tests,  and— most  important — 
seven  years  of  exdusive  marietiiig  riglits, 
reganfless  of  when  the  patent  was  issued. 
The  seven-year  exclusivity  is  especially 
critical  for  bjotechnolosy  products  flut 
dufdicale  oatnraQy  occurring  bodily  sub- 
staoces  and  tiius  can't  oe  patented. 

While  most  orptian  drugs  probably 
wDuUnt  have  been  made  widiout  the  law's 
qecial  incentives,  for  a  few  "orphan*  prod- 
ucts the  act  has  been  more  like  a  Daddy 
Waihn<±8.  The  biotechnology  company 
Genmlfdi,  for  instance,  sold  a  repotted 
SlS^millioo  worth  alPntnpm  (hGH),  its 


tfalxn^ht^Ssi  prices.  In  response,  die  fonn  of  human  growdi  hormone,  in  1991. 
NIH-reeentty;jinnmin(rd  it  intends  Id  That  tame  year  another  tiiotecfanolagy 
makeaoitdiataayprodnctBitlicensesin      ooopany,  Amgen,  had  revenues  of  more 
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than  $40OniiI]ioa  from  Epogen  (erytlirO' 
podtiiO.  a  bot^flurrow^tmnilstiiig  hor 
mone  approved  (or  aneniia  in  kidney  Mr 
ure  patients. 

Accoiding  to  Abbey  Meyers— director 
of  the  National  OrEsMiBtion  for  lisre  Dift- 
orders,  t  lobbying  group  of  patioiti  and 
dwir  Amiies  Jiat  wu  imtnimental  in  dK 
oiigiml  possige  of  the  act — ooinpuiies 
can  get  rich  {ram  oti^aD  dnigs  in  two 
ways.  The  first  is  to  charge  exticineiy 
hi^  prices  to  a  small  mmiber  of  people, 
as  Geozyme  has  done  with  Ctftdast. 

The  seccKid  is  to  hope  physidans  win 
tue  the  dmg  for  purposes  that  K  vis 
nev^  approved  for.  Thaf  s  been  be  case 
with  htifflm  growth  hoimone.  The  bor- 
moiK  is  approved  only  tor  tteatiDg  chil- 
dreo  whose  pituitaiy  gbnds  doot  pndoce 
a  noraol  simply  of  dte  honooae.  But  oooe 
Ok  FDA  has  released  a  dnig  to  market, 
doctors  can  prescribe  it  however  fliey  lee 
fiL  Ai^  tome  doctors  are  i^taaiag 
growth  honnone  to  retard  the  efiecta  of 
aging  or  to  boost  the  growth  of  genetiaUy 
short  but  normal  children.  Doctors  are 
also  using  Epogn  to  treat  anemia  in 
patients  odier  than  those  with  severe  kid- 
ney &ihire. 


To  encourage  economic  devebpment  in 
Pualo  IGcD,  &  VS.  aDowB  American  oor- 
poraliaos  to  forgo  income-tai  paynKOts 
00  the  money  they  cam  hvxii  their  Puerto 
Kcan  (qierations.  No  htdustry  has  taken 
advantage  of  ftiis  bm  as  eodnsiat&aDy  s 
the  phamaioeutieal  indostiy. 

By  locating  fiEtoctes  in  Puerto  Rku,  dod 
li'ansfertiig  profitable  Intangible''  assets 
such  as  patents  to  those  facilities,  drug 
manuiajturcrs  have  been  able  to  avoid 
paying  a  heakfay  proportion  of  Oxe  boea 
they  would  otherwise  owe.  AcconSng  to 
an  analysis  by  tiie  Congressional  Office  of 
TWinoIogy  Assessment,  in  1987  drag- 
makers  used  this  law  to  avoid  paying  Sll- 
bilion  in  taxes — reducing  their  tax  EahiSty 
by  about  a  third,  niaraaceuticai  compa- 
nies took  luK  the  total  credits  claimed  by 
all  industries  under  this  law.  (Ihe  new 
budget  law  trims  this  tax  break  backj 

E'haniiaceutic^  companies  taice  advan- 
tage of  several  other  tax  breaks.  The 
largest  tittaling  $92»inilon  in  1987.  is  a 
loreign  tax  credit  on  oveiwas  opentioos; 
it  protects  compaoies  bom  paymg  double 
taxes  on  bitsmJBtiDnal  profits.  Drug  com- 
panies also  get  smaller  credits  fiv  invest- 
ment in  res^rch  and  expertraenUIion.  for 
job  creation,  and  for  fuel  ^oency. 


have  peo]^  out  ihere  wabimg,  talk- 
ing, finding  out  what  smaD  compa- 
nies are  up  to,  then  swoojring  down 
with  their  lawyers  and  ofiering  Oiem 
deals,"  says  Michael  Pollard,  a 
WasUngtoo  lawyer  who  wnrited  tor 
&e  Pharmaceutical  Manufacturers 
Agtociatlon,  the  industiy's  vocal  and 
powerful  trade  group,  during  fte 
1980s.  Many  large  companies  have 
also  set  up  Eixmal  researcb-snd- 
Uceinine  agreements  with  univeru- 
ties,  ofiering  researdi  moaey  in 
exchange  for  first  lighta  to  soy  dis^ 
coveries  with  commercial  potentiaL 

Pharmaceutical  compomes  also 
rely  on  American  laipayeni  to  foot 
the  bfil  for  some  of  the  basic  re> 
search  that  leads  to  breaktfarouf^ 
drugs-  BiDioiis  of  taxpayer  dollars 
every  year  support  Government 
lesEsrch  th^  pharmaceuticsl  com- 
panies are  then  aDowed  to  use  for 
their  profit— with  very  little  payback 
to  the  GovEiTmieat  and.  unlO  ^ly 
recently,  no  restraint  on  price. 

Early  this  year,  the  Congressiona] 
Office  of  Technology  Assessment 
published  die  most  complete  sbidy 
of  pharmaceutical  profits  ever  under 
taken.  The  report  coodiided  fiat,  as 
the  industry  has  daiiDed,  it  does  cost 
a  lot  to  bring  a  new  drug  to  market — 
$194inil&on  afler  taxes,  on  average, 
in  the  19g0s.  Tlie  OTA  also  agreed 
the  drug  mdustiy  must  earn  hj^icr 
piofilB  than  ofiKr  iodtistiies  to  atbact 
the  capital  mvestment  it  needs. 

But  after  agieeiag  with  two  of  the 
iotfaistry's  major  arguments  m  favor 
of  high  prices,  the  (XEA  noted  the  fol- 
lowing: Dming  the  1980s,  pharma- 
ceutical companies  oo  avsage  earned 
roughly  15  to  30  percent  mon  profit 
each  year  duio  needed  to  attract  ade- 
quate investment  <'*[wtti  Thou^  the 
OTA  was  not  sUidying  drug  prices 
per  se.  the  implxatioa  was  dean 
Prices  could  come  down  wiAoot 
damagnig  die  industry. 

Indnri(hiai  companies  have  dis- 
puted some  portfons  of  the  OTA 
report  But,  overall  the  mdustiy  tac- 
itly accepts  it  by  aigumg  fiiat  the 
report  is  based  on  ancient  history.  In 
speeches  and  press  releases,  offidals 
(rf  the  Pharmaceutical  Mairaiadmefs 
Associafion  have  argued  diat  the 
OTA  report  covered  the  anything- 
goes  19S0s,  and  drug  prices  in  the 
subdued  1990s  are  reasonable.  But 
that's  hard  to  check,  since  the  prices 
at  which  drugs  sell  are  as  difficnh  to 
estimate  as  Oieir  productioo  costs. 

HOHf  pnCM  UI9  Ml 

Drug  manubctnrers'  pricing  deci- 
sions  take  place  witUn  the  fi^me- 


jllm,)»jfciaaMiMiHlliii. 


work  of  US.  patent  law.  Drug  com- 
panies can  take  out  patents  on  "oew 
chemicai  entities,'  giving  the  com- 
pany the  exdusive  right  to  market 
the  drug  tar  17  yearv  Qo  practice, 
the  time  takes  by  testing  and  the 
regulatory  pirxxss  reduces  file  et- 
fe^ve  puent  term  to  about  10  yens 
for  most  drugv)  The  object  of  the 
pricing  gane  is  to  extract  as  much 
money  as  possible  hom  a  drug  be- 
fore it  toses  patent  protedioii. 

lYidng  strategy  is  governed  not  by 
compethion  or  by  research,  develop- 
ment and  marketing  costs,  but  by 
the  price  buyers  wouhl  otherwise 
have  to  psy  to  protect  their  health— 
or  their  lives.  Surgery  for  ulcers,  for 
instance,  migfat  cost  $25,000.  There- 
fore, an  ulcer  drug  could  l)e  priced  at 
hundreds  of  dolhis  a  year  and  still 
look  tike  a  bargain,  giveo  the  tittc- 
natives.  At  least  that* s  how  the  drug 
companies  see  it 

Bummgfas  Wefloome  need  this 
kind  of  reaaooing  to  Justify  its  high 
piice  fi>r  AZT.  When  the  company 
was  preparing  to  Gen  the  drug  in  the 
mid-19%8,  its  research  placed  the 
cost  of  standard  AIDS  treatment  at 
$43,000  a  year,  versus  $8000  a  year 
for  AZT.  "Our  prefiminaiy  research 
shows  dlis  dmg  is  voy  oost-e&ctive, 
because  AIDS  is  a  costly  cfisease.' 
the  cofflpaay't  president  told  a  trade 
magazine  is  the  midst  of  the  pubfic 
npi«ar  ovw  ACT'S  hi^  price. 

The  oppmlmiity  for  profiteering  B 
greatest  with  those  rare  drugs  that 
are  die  only  treatments  for  otherwise 
fatal  condiliQos.  "If  ifs  a  lifesaving 
drug,  you  can  charge  anything  you 
want"  says  kfickey  C.  Soiitti,  prc^ 
sor  of  pharmacy  administratian  at 
the  UnivEraHy  of  MlsslsslppL  "When 
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you  ffici  thfi  coiupctriioD  MiifBug  ^ 
your  iieeb,  llie  averwbebrfag  temp- 
tiiion  ii  to  get  it  vinle  you  can.' 
Hk  Cuujijic  Corf^  a  Cvnbridse, 

NuSi.,  btOIBCmlDJD2y  filTD,  I  ft  Tl  Illy 

piuhed  tlie  pridag  erirehipe  to 
recofd  dhooisans  in  Betting  A  price 
fir  Cttian  (aii^aceme),  dw  6nt 
c&ctiK  liftln>Mit  lor  a  rare,  uihef- 
itied  «afjvie  dddency  called  Giu- 
dier't  (fiMue.  Ciraisti  k  m  miusu- 
aBy  apensfc  drag  to  prodooe,  ttid 
ao  CMii  fitore  fixpeniive  drug  to  use. 
For  patieots  needlDg  lose  doses. 
Ondau  couJd  cost  as  iBucti  as 
$300000  a  year— rousUr  twice  the 
coat  oS  ivodudng  a  year's  tapfiy, 
accordiiig  to  the  OTA  repot 


Uolifa!  Cendost,  the  vaat  mqonty 
(tf  drugs  reacfaiog  die  T"wtaH  areo^ 
iiiuuvttlive  treatments  lor  prenouaty 
uatreatable  cxndilioiB.  Rulier.  they 
are  "lae  too' drugs  newer  w'sians 
of  sn  ffrtstiflg  dasa  of  drag.  Thttt 
drugs  sre  dibrent  enougb  from  te 
oiigiiial  compounds  to  be  pateotable 
bat  not  mcaiUitgfaOy  iUff^*^tf  io 
tiieir  etfBct  on  Ae  ix)dy. 

kfany  nuinirfigliiren  at  toHoo 
drugs  ccnipeie,  as  yon  mNdd  opect, 
ijy  flffcring  their  piuduLls  at  a 
digiitty  lower  price  ttan  tile  origiwd 
drug.  QooietiRies,  howevtr,  tiie  copy- 
cat drugs  actually  cort  more  dim 
their  predecessors.  Drug  conpmies 
br  to  penuade  doctos  that  the  new 
drugs  are  sometiow  (uporior  to  the 
old-ior  example,  dud  tber  cause 
fewer  fiMie  ♦*fft*>iit  *ift«i*rtiTMii  the 
new  drag  is  sold  on  the  basis  of  a 
true  advantage:  sometiines.  its  sold 
dirougb  i^endess  promotioQ. 


Id  die  profitable  therapeutic  cate- 
gory of  antialcer  drugs,  for  hutaoct. 
the  second  campound  to  reach  die 
Djjhet.  Ztntui',  wafi  beawly  prooioted 
for  itt  pressoed  nperiority  to  T^gB- 
wut,  the  origmal  antiulcer  product 
The  salesmanGhip  worked.  AMiou^ 
tlioe  was  little  <rvidenee  that  Zntar 
was  better  than  Tagimd,  and  al- 
diongh  Zanttu:  was  priced  higher,  it 
qui(^  became  the  best'selfiog  aoti- 
ulcer  drug. 

Once  a  drug  loses  its  exdusive 
patent  n^its,  compeddon  begins  in 
earnest  as  mana&cturerv  produce 
gcseiic  versions  of  the  ori^naL  Be- 
cause dtey  dont  have  to  shoulder 
the  huge  costs  of  research  and  devei- 
opment  or  lUdUketJug.  generic  com- 
panies can  sdl  uumpuiulds  ftr  more 
cheaply  than  (he  faraDdname  equiva- 
lents^—in  some  cases  near  die  actual 
cost  of  production. 

Some  btandname  drug  cuupaaeg 
respond  to  generic  competition,  logt- 
aiiy  eoou^,  by  lowering  the  price 
of  thdr  product  But  othos  do 
exactly  die  oppoate:  Anticipating  a 
drop  in  sales,  they  mcnose  Qic  price 
of  die  drug  to  compensate.  Stqthen 
Srhwidriiijty  u ,  a  University  of  Nfin- 
nesota  piufewot  <tf  i^tannaceiitica] 
eoODonscs,  ^tnilifil  35  dnigs  that  lost 
pateot  pcotectioo  In  die  mid-UBOs;  in 
the  first  six  years  after  patcitf  oipira- 
don,  their  prices  increased  €9  per- 
cent on  average.  SSx  years  after 
goatg  OS  patent,  the  ongioal  brand- 
name  drugs— which  coct  much  more 
than  their  generic  equivalentE—sdIl 
held  €2  percent  of  unit  sales  and  85 
penxnt  of  dollar  sales. 

Companies  can  gH  away  with  tiiig 
more  ofien  dun  you'd  oqied.  mainhr 


because  doctors  may  be  reluctant  to 
switch  to  a  generic  preacrqitioD  that 
loOu  itiffwwi  fi'um  a  fafniliar  bcand- 
oame  drug  and  conies  iivui  a  manu- 
faturer  tbey'Te  never  beard  at 
BraodrunK  companies  oieo  run  ad- 
votEigg  caropngns  around  the  dme 
die  patent  expires  stressing  die 
proven  trade  record  of  die  branded 
product  and  its  ntanidsffarer. 

The  dominance  of  brand  names, 
however,  is  dowiy  giving  way  to  the 
iVwniaiifa  Cor  cost  cutting-  Managed- 
care  oreanisadoDS  have  strenuously 
promoted  die  use  irf  generics:  many 
plans  require  memberE  to  m  a 
larger  share  of  die  cost  of  bnnd- 
name  prescriptioos  dian  genetic 
ones.  Today,  40  percent  of  presaq>- 
dona  aadoDwide  are  filled  by  geaer- 
ics,  up  from  15  percent  in  1963. 

Bowing  Id  the  inevitable,  brand- 
lame  drug  companies  are  {retting 
faitD  tiie  generics  buslnen  tiiem- 
selves.  eidier  buying  out  generic 
companies  or  selling  up  their  own 
generk>drug  manu&cturing  bolir 
ties— in  some  cases  uang  the  same 
raw  materials  and  producdon  lines 
used  to  make  the  braiahiame  ver- 
soo.  bdustry  experts  say  brand- 
name  ccmpaiies  now  control  about  a 
third  of  the  generic  nufiret 


Over  the  pad  decade,  several 
kinds  of  drug  pnrchagerc — hospitals, 
beahh  maintEnance  organizatioos. 
and  maitordar  pharmadee— have 
devdoped  enou^  dout  to  force 
drug  manufsdurers  to  give  diem 
subetantiai  price  breaks  or  to  pres- 
aire  doctor  to  preaoiie  gencrically. 
UnEke  doctor^  who  don't  have  to 
pay  for  the  drugs  they  prescribe  and 
maf  not  even  know  wbat  a  dnig 
costs,  these  buyers  care  about  the 
price  of  pfaamiacentcala  because  it 
aSecte  their  own  bottom  line. 

All  three  types  of  twyer  rely  pri- 
marily OD  two  techniques  to  reduce 
their  pharmaceutical  expenses:  fcn<' 
mularies  and  vchime  (Escounts. 

Formtdaries  are  lists  of  qiproved 
drugs,  kept  by  hospitals  and  HMOs, 
vtudi  doctors  in  die  organiaatian  are 
ddier  required  or  strongly  encour- 
aged to  prescribe.  Fofmulariea  are 
nearly  univer^  in  bosjitak;  diey  are 
also  conmioii  Id  HMOs  that  operate 
their  own  clinics,  and  arc  slowly 
spreading  to  other  kinds  oX  waangei- 
care  networics.  Typically,  a  commit- 
tee of  phannadsts  and  doctors  puts 
togettier  die  formuhay,  whkdi  in- 
dudes  Bt  lesst  one  dnig,  amd  often 
several,  in  every  Uieiapeutic  cate- 
gory.  The   committee    bases   its 
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choices  <m  qiufity  *od,  increaanely, 
OD  tfie  drug  minufKtiirer^  wilEnE- 
n«s»  to  offer  a  price  break. 

In  «  simflar  way,  Medco  Cootain- 
mait  Services,  the  naticn's  largest 
mailorder  pharmacy,  uses  a  fonxiu' 
biy  for  its  cEeats  and  bargaint  with 
drug  companies  that  want  to  be  on 
Ifae  fist  Tou  can  go  to  the  marmfar- 
turers  of  interdungeaUe  drugE  and 
basicaQ/  leverage  them  one  against 
the  o&erftirfaickiiianaD  thefimno- 
laiy,'  says  Taxj  Latanjch.  senior 
vice  president  of  MedeoL 

The  approadi  has  been  so  aicceas- 
fill  that  it  has  6>rced  a  major  holdout 
in  the  diseooat  wars  to  change  sidea. 
Last  summer,  Merck— a  company 
that  long  refused  to  offer  discounts 
to  any  buyer— annouDced  tbat  itwas 
buying  Medco  for  $6-billion.  Merck 
reportedly  i^s  to  co-opt  Medco's 
system,  using  the  comjany's  huge 
mailing  list  to  try  to  persuade  physi- 
cians and  healb^aie  organizations 
to  use  Merdc't  products. 

Vohmie  (Sscounts,  kng  eqoyed  by 
huge  retail  chains  baying  garden 
hoses  or  master  ovens,  have  come  to 
the  world  of  pharmaceutica]  pricing. 
In  additiaii,  a  1990  Pederal  lav  man- 
dated discsunti  on  dnigs  soU  to  Sk 
Veterant  Administntion  aid  recipi- 
ents of  Meificaid,  the  Govemffient 
program  for  krw-iacome  people. 

As  the  rules  of  the  pfidng  game 
have  changed,  there  hne  been  some 
dear  losers  the  Inditional  retail 
pharmacies  and  the  ODastnnerB  who 
boy  horn  them.  According  to  an  anal- 
ysis by  the  BoctoD  Cofwihing  Group 
done  for  Pfizer,  letafl  pharmades 
were  t}>e  only  group  <till  paying  &11 
manubcturers'  wholesale  prices  for 
drags  in  1962.  BecaaKretders  cant 
direatea  to  exclude  dnigmaken 
from  a  formulaiy,  they  haven't  had 
the  clout  to  get  (Uscounta. 

But  retaa  drugstores  aie  also 
under  pressore  from  maniged-cve 
organizatioiu  that  dont  btor  drugs 
direcHy  therosehes.  Ittose  arEania- 
lions  demand  pbarmacies  cut  prices 
for  their  patients— Mmetines  tens  of 
thousands  of  coasumers— or  tose 
their  business. 


VraBpnyg 

Unable  to  buy  drugs  ita  discount 
themselves,  but  forced  to  graA  dis- 
counts to  an  iooeasnig  number  of 
their  customers,  rela0  (tiamacies 
have  rented  by  ratcheting  up  the 
prices  they  charge  their  remaming 
customers. 

Karen  SdsKider  of  Beftiesda,  Md, 
(fiscovered  this  nadvertenfiy  when 
she  went  to  pici  up  a  prevaiptioii  at 


a  drugstore  in  suburban  Maryland. 
The  store  computer  bad  miied  her 
up  «tth  ano&er  cnstomer  of  the 
same  name,  who  happened  to  belong 
to  a  local  HMO.  Schneider  leamd 
that  had  she  actually  befonged  to 
that  1^0,  her  piesaipUoD  wouU 
have  cost  S18— oot  the  $28  she  paid 
as  a  cash  customer. 

Schneider,  at  Veast.  has  a  health- 
Insurance  plan  that  reimburses  aH 
but  $3  of  what  she  spends  on  each 
prescnptioa  Thaf  s  not  true  for  the 
groups  most  a&cted  by  high  letafl 
prices:  elderly  people  who  do  not 
have  presciiption.<lmg  coverage  to 
sopplement  Me<ficare,  people  wlw 
have  health  msurance  Aat  doesit 
indude  prescriptions,  and  people 
who  have  ao  health  insurance  at  aS. 
Those  groups  p«y  higher  prices  than 
aoyooe  else  for  prescription  drugs, 
yet  taid  to  be  less  well  «S  Sun  the 
people  who  pay  less. 

IC^  retail  prices  weigh  especially 
heavfly  on  older  Americans  because 
they  use  tiie  most  medication. 
Pe<^le  over  65  make  up  12  percent 
of  the  population  but  hv/  34  perrxnt 
of  retail  prescription  drugs.  And  a 
1991  survey  by  the  American 
Association  of  Retired  Persons  found 
that  50  percent  of  respondents  65 
and  older  had  no  prescriptioiHlnig 
coverage  of  any  kind,  compared  to 
25  percent  of  younger  adults.  Thirty 
penent  of  respoodoits  over  65  said 
that  paying  for  prescrnitioDS  was  a 
"major  pnAlem." 


Under  pressure  from  the  Ameri- 
can Asaooation  of  Retired  Persons, 
from  oflier  consumer  groups,  and 


fiviD  Congress,  die  pbamiaceutlcal 
nidusliy  has  recently  promised  to 
mend  its  ways.  Bat  one  of  die  big^ 
geet  promiaes  die  drug  companies 
have  made  has  already  turned  out  to 
be  ao  empty  one. 

In  1991.  in  response  to  widegiread 
pubEc  ciitidsm,  drug  CMnpanies  be- 
gan to  pledge  they'd  boki  their  aver- 
age |sice  increases  to  within  die  rate 
of  inSahon.  So  te,  17  companies 
have  taken  the  pledge. 

A  study  done  for  Senator  Davkl 
Pryor's  Special  Commitlee  oo  Aging 
analyzed  the  prices  that  seven  of 
those  companies  chaiKed  last  year. 
The  study  found  diat  the  prices 
charged  to  ntaU  customers  in- 
oeased  much  bster  than  Inflation, 
despite  the  companies'  pledge. 
Marion  MerrtU  Dow's  prices,  for  Di- 
stance, rose  an  avenge  of  11.2  per- 
cent in  1992,  compared  to  a  general 
inflatiaa  of  only  1.S  percent  Pfizer, 
the  company  with  the  lowest  in- 
aeases  In  reoil  prices,  raised  diem  4 
percent. 

Technically,  those  companies  bad 
kept  to  fteir  pledge.  They  had 
pledged  ooiy  to  hoU  down  their  aiitr- 
Of  price,  and  they  did.  However, 
that  average  includes  not  only  oitli- 
nary  retafl  customers,  ^ibo  saw  shait> 
price  increases,  but  also  all  those 
hospitals,  HMOs,  and  maikinier 
companies  getting  deep  discounts. 

Now,  two  of  the  more  financially 
stable  companies,  Merck  and  Smitb- 
KEne  Beecham.  have  made  an  addi- 
tional prfce  pledge:  In  1993,  they  will 
not  raise  wholesale  prices  on  any 
jndividuai  item  by  more  tiiac  uHation 
phs  one  percent  Thaifs  a  more 
meaningfol    promise,    because   h 


Buying  dacoveries 
Though  drug  eoffl- 
ponlMMyKigh 
prices  beippmr  for 
laboretoty  and 
dinieal  rMooreh, 
bahrawi  1970  and 
1989,41  ptrownof 

U.S.flTTM'lWW 
produots  wgra 
llcenaod  from  out- 
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tiiey   eafiX  raise 

prices  for  retail  CHlDnten 

to  nuke  up  Idt  dUconnts 

grauted  iiartiiiirKinal  boy^ 

ers.  It  is,  of  course,  too 

aooB  to  teO  lAelher  tUa 

immiBe  w3l  be  kqA. 

Eves  U  drag  com- 

paniei  do  acale  bade 

file  paca  of  thdr  iiica 

iacreasea.  die  hnge 

miMip  of  the  J980K 

haa  j^fui  than  & 

failli  bve  pice  from 

wlikli    they    cao 

woricllKyfaave 

not  rataicad  thair 

price,  tfaey^ejust 

rvimtcfn   ne   rate 

of  inoeaae,*  lays 

Midiad  FoDard.  die 

fixmo'  cfflcU  of  die 

Fhamiaoeiitxad  Mann- 

And  even  Hm  moden- 

tign,  be  tfaisks,  *ia  latse- 

l)rtfiMttota|brdiietoflie 

fear  of  Qie  indusiiy  flat 

ihej're  going  to  get  Bodced 

vifli  price  regulatioa* 


MaMng  ttietr  cam 

Through  thair  trad* 

or\)aniaatian,  dnio 

manirftcturwa  tfo 

niaunanga$7- 

ininancwiiiwian 

to  perwado  eon* 

tumara  and  policy- 

■nakara  that  tiNy'ra 

not  a  proflt-lnifMry 

drain  on  d«  haamv 

cara  ayatani.  Thaaa 

inag«iintads,iil 

wtthllwiagllne 

"Saving  iJvas. 

Saving  Morwy/irt 

pa^  of  Itia  offorL 
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For  AmericaDa,  price  ng- 
tdadon  may  atiit  seem  Bke 
a  foreign  Mea.  UtenOy,  it 
Is.  All  laise  indnitiialized 
counts'iev  except  the  VS. 
impose  sonie  tcigiilatiooa 
on  drag  irioes.  la  fiie 
UnitEd  Kiiisdoii].  for  ex- 
smpAc  a  govennnent 
bo«d  estaMiBhes  pei^ 
nusaible  leveiaof  pn>&t 
Eqt  poflnnaoeotical  cooi* 
ponies  and  kIb  prices 
aceordiiigiy.  And  In 
Canada^  a  govern- 
meat  board  makes 
aure  prices  arent  'eiceaaife.*  If 
the  drag  compinies  doot  go  akmg, 
dte  board  can  tals  away  a  cuuiuoy's 
patent 

Because  govenuneota  in  other 
ttdufibiaiizcd  mMiuuH  cDntroil  drpg 
prices  and  we  doot,  Americans  p«y 
more  ior  drugs  dian  peo|de  in  many 
other  countries.  A 1992  Genenl  Ac- 
counting Office  compariaoo  of  prices 
for  121  drags,  for  ontanoe,  found  die 
avenge  prices  for  drugs  wse  43  per- 
cent higbQ-  in  the  U.S.  ttus  in  Can- 
ada. Americaos  liinng  in  die  Soodh 
west  routinely  drive  hun^eds  of 
miles  to  Menco  to  purchase  drags  at 
aLactiooof  U.S.  prices. 

In  a  widely  quoted  1991  Mirvey, 
file  inverimoit  firm  Ldnaa  Bratetf 
latenutiiiiial  compared  pricea  <tf  a 


common  prescriptiun  drags  in  the 
U.S..  Sie  United  Knigdom,  West 
Geinaqy,  Italy.  France,  and  Japan. 
Germany  most  oflen  had  the  nu^est 
price  for  a  ^ven  drug.  But  U.S. 
prices  were  oonasteafly  eidier  the 
first,  second,  or  third  highest 

There's  some  other,  indirect  evi- 
dence that  prices  ate  generally  his^ 
here  dun  abroad— Old  dot  Ameriom 
coiBumers  are  indirecfly  sahRldiang 
pharmaceutical  sales  in  many  odier 
countries.  Uong  1985  figures,  die 
most  recent  complete  set  avidlaUe, 
we  looked  at  the  phannaceudcal 
maficet  m  Sie  U.S.  md  the  23  odier 
indnstrialijed  nations  that  b^ong 
to  die  Oiganiiatkm  for  EcoDamk  Co- 
operation and  Development  Inoec 
figures  show  VS.  consumers  spent 
almost  20  percent  more  on  prescrip^ 
don  drags  tiian  their  share  of  the 
OECD  population  would  predict 

Grsoied,  such  comparisons  are 
tricky,  rioce  a  coootiy's  total  jdiar- 
ttHrnitiral  costs  can  be  afectfid  by 
inteniatioiBl  tSSeiences  in  prescrib^ 
bg  patterns  and  many  other  factors 
boides  die  price  of  drags.  But  in  the 
years  since  1985,  analyits  calculate, 
pharmaceutical  prices  have  risen 
more  rapkBy  in  die  U.Sl  than  in  other 
devekiped  nations.  So  the  mtema- 
tional  price  gap  is  probably  wider 
today  than  it  was  eigiit  years  ago. 

Kiiwuilinuii 


tike  r«al«slBte  speculators  and 
Wan  Street  buyout  specialists,  phar 
macenlical  companies  oven^adied 
in  die  1980s.  Mces  rose  much  bster 
fiian  infiadon,  and  prt^  were  high- 
er dian  diey  needed  to  be  to  aUract 
iovestmeat  capibd  and  encourage 
research  and  devdopirMfiL  The  cur- 
rent price  restraint  easily  put  m 
place  m  icqunse  to  a  spate  of  bad 
pabbity,  can  as  easily  disappear  the 
kiatant  the  political  spodi^t  turns 
away  from  the  pharmacentical  indus- 
try. And  m  any  case,  die  principal 
bcnefidaiies  of  these  restraints  are 
die  large  buying  urgaiiiuiUons  least 
mneedofthem. 

As  diis  report  was  going  tn  press, 
die  CHnton  Administralion  had  not 
yet  released  die  details  of  its  heahh- 
carerefiomi  proposal  The  Preadent 
has  faidkated  that  he  is  in  favor  of  a 
system  of  "managed  competitian'' 
that  would  organize  Americans  mto 
large  managedcare  groups  powerhil 
enough  to  bargain  down  the  cost  of 
drugs  and  other  medical  goods^nd. 
servicea  But  no  amoont  of  bargajn- 
ing  po?«er  can  bring  down  the  cost 
of  a  one-oMdnd  innovator  drug. 
Tnmgmp,  for  instance,  what  price 


people  woukl  be  willing  to  pay  for 
the  first  effective  treatment  for  Ab- 
heimer's  (fisease. 

For  fear  piidiig  of  innovative  drugs, 
CD  favors  the  creadon  of  a  price 
review  board,  widi  consumer  repre- 
seirtztioii.  that  would  have  access  tn 
company  llnaTV^**  aral  production 
data  in  order  to  make  sure  die  inno- 
vator conqnny  got  a  fair  but  not  usu- 
rious return  on  its  reseandi  invest- 
ment The  oost-idii»imkfit  Idea  is  not 
new  to  the  U.S.;  it  has  been  used  for 
yeas  to  set  prices  for  the  nation's 
pabdcudlldeE. 

Sudi  a  system  operates  success- 
folly  to  oonntil  drag  prices  in  BritairL 
There,  regulators  deGberately  re- 
ward innovative  dnigs  with  hand- 
some profit  margins,  while  aUowing 
mudi  lower  profits  for  copycat 
drugs.  The  Brltisti  government  also 
limits  the  amount  companies  may 
spend  on  advertieing  and  promotian- 
Far  from  stifiing  new  drug  develop- 
ment die  British  system  has  pro- 
dooed  jdiarmaoeufical  companies  that 
are  among  die  world's  most  powerfid 
and  innovative. 

A  price  regulatory  system  would 
be  compatible  not  only  widi  man- 
aged compedtion  but  with  die  singie- 
pEQ^er  n**airfi  system  that  Cv  favors 
(see  'Health  Care  in  Crias,'  CON- 
suuEk  SEPOicis,  Septembv  1992). 
Under  a  single-payer  system,  healtii 
care  for  all  Americans  wouU  be  pro- 
vided by  the  same  combination  of 
pabBc  and  private  doctors.  has{Htal& 
and  clinics  we  have  now.  but  paid  ibr 
by  a  single  entity  that  would  also  set 
medical  budgets  and  negotiate  prices. 
It  would  be  financed  by  taxes  in 
place  of  the  insurance  premiums 
now  paid  by  companies  and  individu- 
als, and  by  the  administTalive  savings 
made  posaUe  when  a  single  payer 
replaces  the  hundreds  of  bureaucra- 
cies that  now  process  dauns. 

The  &le  of  health-caic  r^nn  re- 
mains highly  uncertain- Lobbyists  for 
die  many  wealdiy  and  powerful  seg- 
ments of  the  medical-mdustnal  com- 
plex, nidudmg  the  pharmaceutical 
mdustry.  have  been  hard  at  worii 
defending  their  tizif  and  dlor  profits. 
One  IScely  possibifity  is  diat,  at  least 
initially.  Medicare  redpienis  will  be 
left  out  of  vriiatEver  reformed  system 
emerges  from  the  process.  If  that's 
the  ease,  CU  favors  including  drugs 
in  the  Medicare  benefit  padugfr— 
with  appropriate  cost-control  incen- 
tives to  prevent  prafiteenng. ' 

MeanwfaSe,  consomei^  who  pay 
for  dieir  medication  out  of  pocket 
can  take  steps  to  reduce  the  tab,  as 
we  Aow  on  tbe  following  pages.    ■ 
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HOW  TO  BUY  DRUGS  FOR  USS 


Gone  are  the  dtyawhen  Mag 
a  picsdiption  always  mefint 
a  am;^  trip  to  the  comer 
drugstore.  Ttxl^,  your  prescriptioii 
cirugE  may  come  to  you  frmn  a  ho» 
pital,  an  HMO,  >  mailorder  phar- 
macy, or  even,  m  spcdal  cases, 
directly  from  tbe  nunnfcrtiirer.  By 
asLg  tiic  marketplace  ksowtedge- 
abty,  peq;ile  «)io  pay  for  tfaeir  own 
piescriptioas  can  aave  quite  a  bit— 
espedaSij  if  tbey  arc  oa  medication 
long  term  for  a  cbrooic  cosditioiL 

Ite  *faraiRi  ba^  review.  Bderly 
p«o|dB  vfao  ham  multiple  prescrip- 
tions from  dilfereut  doctors,  sai 
other  people  who  take  a  miinber  of 
diSerent  medicines,  may  be  able  to 
imprrjve  their  heajth  and  save  some 
money  with  a  lirown  bag'  review, 
the  standard  instruction  is  to  gather 
up  every  prescription  and  over-ti»e- 
couoter  drug  In  your  medidse  cabi- 
oet.putalll)v;pillainaba£andtBke 
the  bag  to  your  doctor.  He  or  she 
can  k>ok  for  medidnes  that  may  no 
longer  be  necessary  or  that  can 
saf^  be  taloeii  in  smaller  doses,  as 
weO  as  for  medicatioie  that  have  tbe 
potential  to  interact  haaotlous^  wiOi 
eadi  other. 

A  btowihbag  review  may  show 
that  1  pa^n  is  taking  tiw  much 
medr^e. 'A  k>t  oi  times  we've  fiiund 
people  taking  the  same  drug,  pre- 
scribed by  two  diftrmt  doctors,  who 
didn't  tealiie  it  because  one  of  tiie 
drugs  had  the  generic  name  cm  it 
and  the  other  had  the  brwd  name,' 
says  Robert  Eoocfi,  a  nrtiied  Tobw 
pharmacist  wbo  helps  organize 
brown-b^g  reviews  for  the  eUeriy  in 
Houston.  Atkotfaer  h«quQ)t  problem: 
taking  a  presoiptioo  arduitie  drag 
along  widi  over-the-counter  aspirin 
or  ifauprofeo — a  combinadon  that 
can  cause  gaarointestinal  bleeding 
andukere. 

Often,  too,  a  person  will  start  tak- 
ing a  drug  {or  a  spedfic  purpose,  and 
keep  taking  it  even  when  if  s  no 
longer  necessary.  Thaf s  pgrticulatly 
Ekely  to  happen  with  medtcahons 
that  are  habit-fonniog,  like  the  tnm- 
quilizeis  (Sazepam  (Valium)  and 
alprazolam  (Xanax),  and  drugs  widi 
few  side  Efiects.  such  as  tbe  anti- 
uker  drags  ranitidine  IZattac)  and 
dinetidire  (Tagtmii). 

Generic  siHwdliitioiL  Ti^  is  a 
moneHSvlng  tecfankiae  most  people 
have  heard  cC  It's  oo]y  an  (qitiOD  isr 
drugs  Sut  have  lost  dteir  origmal 
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patent,  but  Huf  s  a  substantia]  num- 
bei^-26  of  the  50  top^^Engdrasa. 

When  a  product  goes  ofl  patent 
die  first  generics  on  the  market  gen- 
erally cost  at  least  30  percent  less 
than  flie  brand-name  version,  accord- 
ing to  industry  analysts.  As  more 
generic  competitors  enter  the  ma^ 
ket,  the  price  drops  sffll  furtijer.  For 
compounds  with  many  gecsic  eqni- 
vtlent^  die  dieqiest  generic  can 
cost  a  fractioa  of  what  the  brand- 
name  dmg  costs. 

For  eompie,  one  hundred  80- 
milEgnm  takets  of  generic  vhb- 
pamil,  a  cakium  channel  blocker 
that's  used  fer  high  blood  piesaure. 
have  a  wholesale  price  of  $6.69;  tbe 
same  quantity  of  Cakat.  the  brand- 
name  version,  costs  $4423.  One  hun- 
dred 250-miIGgraffl  capsuka  of  the 
antHiiDtic  anwwiriirin  cost  $7.88;  the 
same  quantity  of  brand-name  Amaxi 
costs  S2L60. 

Some  states  allow  pharmacists  to 
substitute  generics  for  brand-name 
drugs  withont  getting  approval  frrnn 
thepresdibing  phy^dan  (tmless  tbe 
doctor  has  spedfied  no  substibttkHi 
00  Ibe  presoiptioa  fmn).  Some  eren 
require  druggists  to  offier  generics  as 
an  opiioa  Your  i^annaciEtwil]  know 
the  roles  for  your  state 

Be  forewarned  that  a  generic  drug 
may  not  look  the  same  as  its  brand- 
name  equiv;-3it;  companies  arc 
ainwed  to  tradeinark  die  ^ledfic 
afaape  and  color  of  tfaeir  piDs.  But  its 
active  ingredient  wiH  he  identical 
The  U.S.  Food  and  Drug  Administra- 
tion requires  this.  It  also  req-.'iies 
generics  to  be  formulatEd  ao  that 
they  ate  absorbed  into  fltebodyat 
easentiaSy  tlie  same  rate  as  thdr 
branded  equivalents. 

While  generic  drugs  themselves 
are  ssde,  there  are  a  few  types  of 
drug  dm  shoufcbi't  be  iaterdtanged 
because  even  tiny  difierex»s  in 
absorption  can  be  dangerous.  If  you 
must  have  regular  tests  to  make  sure 
you  have  the  proper  level  (rf  a  drug  in 
your  bbod,  you  should  probably  not 
change  from  a  branded  to  a  generic 
version  (or  fnjm  a  generic  to  a  brand 
name,  for  that  matter) .  Drugs  in  this 
category  indude  base  that  legnlate 
heart  rhythms,  control  ejnlepsy,  and 
replace  thyroid  horma.-.e. 

<lnefflpeutic  sobstiliitHn.  This 
lovolTes  stvitching  to  a  (fifiefent, 
cheaper  member  of  the  same  cfass  of 
drug,  such  as  substhuting  one  bcta- 
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blodier  for  anotfaer.  Tbe  substitulian 
is  possible  because,  for  many  classes 
of  drugs,  competing  agents  have  vir- 
tually identical  dinxal  effects. 

Tiake,  for  instance,  the  non- 
siefoidal  anlHnflainmatoty  drugs,  or 
NSAIDs.  TUs  categoty  mdudes  both 
{nicey  bnnd-name  arlhriUs  ilrugs 
and  some  exceedingly  cheap  com- 
pounds, incfuding  aspirin  and  ibnpro- 
ksL  Studies  have  now  shown  diat 
many  arthritis  patiaits  will  do  just  as 
wefl  with  ovet^be-counter  aspirin  as 
they  wDuUJ  with  ao  expensive  pre- 
gcriphon  drug. 

Tlierapeutic  substitudon  is  more 
complicatEd  than  simi^  generic  sub- 


ORDERING  BY  MAIL 


If  you  take  drugs  over  the  long  term,  such  as 
birth-cx>ntral  pills  or  ulcer  mecScations,  you  may 
find  siightty  better  prices  .through  a  mail-order 
pharmacy  Many  of  the  iargor  mail-order  opera- 
tions sali  only  to  memliers  of  group  insurance 
plans.  Here  are  bur  that  accept  orders  from  the 
general  pubTic: 

AcUmi  Man  Order 

800  452-1976 

Ainertcsn  Association  of  Retirad  Parsons 

800  456-2277 

F^miiy  Pitsnnaceuticals 

B00  9C2-3444 

Itodi-llail 

800  331-14S8 
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718    654    7305 


09-28-93  12:34PM   P009  #30 
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Bargains  «hMd 

miOOStnd 

19»Mcm 

pofMlir  brantf** 

noBrmdmmvB 

fOSSv™" 

intii  VMino 

ItWQMSnC 

to 


HuiMtropt, 


Twwrott, 
Votanfif  XvMJu 


becaute  you're  ktuaOy 

Mjr  acftig  diuff— oottD  ttw  lame 
dnv  whfa  B  diSerent  tabd.  But  if 
TOUT  doctor  igreei,  thenveutic  sub- 
ttihdkRi  ray  be  n  oitioD  iDf  yoo.  I& 
•dditiaB  todie  NSAIDk  oOcr  diugi 
Oat  ire  eqiecsdiy  aoKodde  to  Skf 
veolic  cobttHn&n  ire  uker  drugs, 
tiliiiiilnniiiiiii  medicitiaaftt  ind 
bfaUhconlnil  pQls.  Belter  yet,  vhea 
youfintDetipneaaipdnpfcridnift 
tdc  If  tli€t«  are  dteqnr,  eqady 
tfedive  diu^B  in  it»  dM*. 

price*  «mX  umfmo.  IMe  other 
retden,  pbnmdes  diSer  In  ftor 
(naiieil  and  fteir  ptioei  RAed  Uie 
ififfffBin*  They  iln  pries  some 
popdv  ptodiids  K  low  leiden' to 
tin  caatomers  into  tte  itare,  the 
smkc  ffiQf  I  sttpenxufket  mi^it  <rffcr 
a  ipecU  OD  hambur^Ker.  ff  yon  cal 
Mviidid  far  pricet,  you  nay  find  a 
phoe  thaf  a  afiering  a  particular  pre- 
Kriptku  iar  leas  thai  yoor  uaaal 
diugabae. 

We  priced  tour  cwiimon  taeaciit^ 
Uoo  dtup  A  a  sdectiao  at  local 
ptamdes,  iaduding  aevetal  iode- 
iwalwili.  wMjal  dflriitt,  i>d  a  diufr 
stoR  inaide  a  diaiii  wpenaket  We 
(auod  thatttleIlil3^IBdAKcrepe^ 
facQy  wSiig  to  give  US  price  qootea, 
which  mealed  aguifiawtdi^coces 
fim  phannacy  ID  pbamK7  (aee  die 
box  bdo»).  For  eadi  drag,  be  most 
wrpfrfw  drugatne  in  our  aiavey 
dniged  about  25  to  40  percCDtmore 
than  the  dicapeat 

No  one  Qfpe  <tf  dnigrinre  was  ooih 
siitentiy  diaper  dm  any  other.  As 
indqiendeat  local  phannaq^s  prices, 


far  example,  were  anorw  Bie  lowest 
lor  AvMafM,  abnodnanieetfztiSESi 
ptodnd,  but  anraog  the  Ugbeat  ior 


Ibe  NMID  M^narjn  and  die  bkwd- 
ptessure  drag  Ktsatac.  If  yon  tdce 
more  flias  one  prescr^Miaa  drug, 
you  nu^it  have  to  ^lop  at  more  than 
Me  diugauieta  get  ttie  beat  prices 
fioreacit 

Many  oeighbarfacod  and  mail- 
order phamades  have  ccoqaiter 
(Hograms  tfiat  flag  potentially  baa- 
aidous  dnie  inleiactioos  and  i^nt 
danger  aignals  in  a  patten  of  nie£- 
catioo  use.  CTooireciuent  refills  of 
asthma  medldnes,  lor  wonnplp, 
codd  signal  a  wakening  of  the  di*- 
ease.)  If  you  buy  your  drugs  at  lev- 
etal  diSoent  plues,  you  won\  have 
that  pratedkuL  It  niD  be  op  to  you  to 
ke^  carehil  records  of  wiiat  you 
take  and  bow  often  you  refiB  your 
preso^ittona. 

lUI  aider.  Mailorder  pharma- 
cies, once  a  minor  pait  d  the  ma^ 
kdpiace,  have  gnnm  remarlably 
over  the  last  decade  and  now  ac- 
count for  Aout  S  percent  <A  the 
total  pfesoiption  maitet  Operating 
ttraugh  a  camfiKd  warduuse  and 
djs&nbutkn  system,  these  phanna-- 
des  speciaBze  in  medicatioiis  ftir  the 
longKenn  nsotenaoce  of  dironk 
GDCmoDo^  such  as  diabetes  and 
hype  teuoon.  Some  sui^anleroper 
afiims  are  availaUe  only  to  peo|de 
with  insurance  cards,  but  soine  will 
sen  to  acyone  (see  *Ordering  by 
MaO,"  page  675). 

We  priced  our  Set  of  lour  common 
pnsaipdoDg  at  dte  maihirder  pila^ 
macy  ran  by  the  American  Aaaoc- 
iatioo  of  Retired  PeiEotts,  at  three 
other  mail-order  bouses,  and  at  six 
local  pbannacaes.  The  mailorder 
faiHisea  were  as  (he  low  ode  for  aU 
ti)e  prodndB,  when  compared  with 
the  kxal  pbannadea. 

Man  oricr  wont  automatically  be 


dieaper  than  your  cheapest  local 
pharmai?,  bat  it?s  worth  pricing 
along  wHh  other  piewjiptina^nig 
oadets. 

Honpitnl  pmcfaaae.  If  you  an 
under  die  care  of  a  ho^niaHiaaed 
(kxtor  or  being  treated  at  8  hoqxtal 
t&uc,  you  may  be  able  to  buy  dings 
at  the  hoqabTs  idiannacy.  If  so,  your 
savmgs  can  be  substantial  beause  of 
the  oiacounts  hoqiitais  roulmely 
rraeive.  Melinda  Scoaxa&va,  a  New 
Jcreey  teenager,  needed  to  talte  MS 
CsattK,  an  oral  morpbine  compound, 
fior  about  eight  months  during  her 
cancer  treatment  Her&ther,  Frank, 
(Sscovered  (hat  die  fRsoiption  coat 
only  $26.40  «4ien  be  bad  it  filled  at 
Memorial  Sloao-Kettering  Cancer 
CeotET  in  Nev  Yoik,  wialc  die  ame 
preaor^ption  coat  $102.20  at  his  local 
retail  phannacy. 

Manu&dnrer  aid  prafmns* 
Most  major  drug  companies  now 
have  programs  to  give  away  drugs  to 
patients  ndw  have  nejtfaernwnnmcp 
Dor  the  means  to  pay  for  the  divg 
out  of  podceL  The  programs  aie 
mosdy  geared  to  pe<ip]e  wiflj  very 
kiw  moomes— but  if  a  divg  is 
extremebr  expecshre,  some  middle- 
dass  peoide  may  be  di^le.  The 
details  of  die  [»«iams  vaiy  widdr. 
some  companies  oSar  only  one  or 
two  drugs,  while  others  offer  thdr 
entire  product  fine. 

The  companies  wiD  accept  appicB- 
tions  only  6x>m  pbysidaos,  not  from 
mdividual  patients-  ff  your  doctor  is 

grans,  suggest  he  or  she  call  tbe 

iation  and  ask  for  its  guide  to  these 
programs.  Dont  bother  to  caQ  your- 
sel£  the  PMA  will  send  the  gude 
onlytopfaysdans.  ■ 


COMPARISON-SHOPPING  PAYS 


We  criled  tix  local  phamtactoa  a  dtugglore  wMn  athabf' 
supennartot,  •  raeinnal  chain  oulM,  two  national  ctwin  tiot- 
IM.  and  two  independmt  storw-to  prioa  tnir  tXMHinn  pm- 
scf^plkinB.  Tha  dn«t  induded  Vasotec  (analapiil);aJ>lodifr 


(30  s^mg-tahMa) 
S23.90  (supemafkai)  ID 
$3a47(nalonalcMn) 


(a>50frflv.tatiieb} 
160.46  (nalanalchaln)M 
.$nX0  Ondapandeno.,  _ 


pressure  mediBatkin;  Napro^n  (naproxen),  an  atthriiis  dnig; 
Premaiin  (oonjugated  estrogena),  a  femals-homione  repiaee- 
mant;  and  Zantac  (ranitkfine),  an  licer  medication.  Here  is  the 
range  of  pcicBE  we  iwere  quoted  for  each  pceecrfption: 


(21  o.e25^rtablete) 
$7.77  (Independent)  to 
$li.09rindBpendant) 


(60  SO-tng.  tablets) 
$78.60  (naSonal  chain)  to 
$105.21)  (indBpendeffl) 
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The  Chairman.  Thank  you  very  much,  Ms.  Meyers. 
Mr.  Wyatt,  we  look  forward  to  your  statement.  Would  you  first 
tell  us  what  the  Pace  Alliance  actually  is  for  the  record? 

STATEMENT  OF  BENJI  K.  WYATT,  R.Ph.,  PACE  ALLIANCE, 

LAWRENCE,  KS 

Mr.  Wyatt.  Thank  you,  Mr.  Chairman. 

I  am  a  pharmacist  and  I  have  had  past  experience  in  both  retail 
and  hospital  pharmacy,  plus  teaching  part-time  at  a  school  of  phar- 
macy. But  currently  I  serve  as  president  and  CEO  of  Pace  Alliance, 
Incorporated. 

Pace  AlHance  is  a  corporation  owned  by  11  State  pharmacy  asso- 
ciations and  we  operate  a  retail  pharmacy  buying  group  for  inde- 
pendent retail  pharmacy  owners.  We  have  3,953  community  phar- 
macies as  members  of  our  group,  which  makes  our  group  the  larg- 
est of  the  many  bujdng  groups  throughout  the  country. 

We  beheve  in  competition  and  we  believe  that  the  right  prescrip- 
tion in  the  pharmaceutical  marketplace  is  competition.  However, 
there  is  one  major  problem  that  stifles  competition^  Those  of  us  in 
the  pharmacy  profession  call  the  problem  discriminatory  pricing.  I 
have  foimd  out  this  morning  that  you  folks  do  as  well. 

Large  brand  name  drug  companies  sell  the  same  drug  products 
to  hospitals,  HMOs,  and  mail  order  drug  firms  at  significantly 
lower  prices  unrelated  to  the  volume  of  purchases  made  or  terms 
of  payment  and  delivery  than  are  offered  to  our  community  retail 
pharmacies  through  our  buying  groups.  Our  buying  groups  can  eas- 
ily exceed  the  purchasing  volume  of  the  hospital  buying  groups, 
HMOs,  and  mail  order  drug  firms,  but  the  drug  manufacturers,  by 
and  large,  have  refused  to  grant  the  retail  groups  equal  access  to 
economies  of  scale. 

This  discriminatory  pricing  practice  has  already  resulted  in  most 
of  our  consumers  paying  higher  prices  for  brand  name  prescription 
drugs  during  the  past  few  years. 

In  addition  to  this  problem,  discriminatory  pricing  also  threatens 
the  very  existence  of  the  60,000  community  retail  pharmacies  rep- 
resented by  both  chains  and  independents.  If  discriminatory  pricing 
is  not  eliminated,  and  the  infrastructure  of  pharmacy  providers  dis- 
appears, our  citizens  will  have  great  problems  in  terms  of  easy  ac- 
cess to  good  pharmaceutical  care. 

In  summary,  we  believe  that  legislation  to  eliminate  discrimina- 
tory pricing  practices  by  brand  name  companies  will  give  us  the 
competitive  marketplace  which  we  need  to  lower  the  cost  of  pre- 
scription drugs. 

The  generic  drug  companies  are  already  operating  in  a  normal 
competitive  manner  by  offering  all  classes  of  trade^^  including  com- 
munity retail  pharmacies  through  buying  groups,  access  to  econo- 
mies of  scale.  We  are  not  recommending  that  we  have  price  con- 
trols. We  simply  recommend  that  we  have  legislation  to  eliminate 
discriminatory  pricing. 

That  was  the  end  of  my  written  formal  statement.  Ho^vever,  I 
didn't  realize  you  could  go  right  through  the  yellow  and  drive  into 
the  red  like  you  drive  a  car  in  New  York  City. 

John  Coster  convinced  me  not  to  exceed  5  minutes.  Let  me  make 
a  few  other  comments. 
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I  think  there  are  some  misconceptions  by  some  folks  concerning 
what  community  retail  pharmacists  can  and  cannot^  do.  Some  prob- 
ably think  that  we  cannot  operate  in  the  managed^are  system,  but 
we  believe  that  we  can  and  we  are  making  preparation  to  do  that 
when  we  get  health  care  reform. 

Independent  community  retail  pharmacists  are  already  organized 
into  what  we  call  prescription  networks  and  most  all  of  them  be- 
long to  buying  groups.  So  we  can  do  things  like  formularies.  As  a 
matter  of  fact,  for  all  practical  purposes,  if  you  are  a  member  of  a 
buying  group,  our  portfolio  of  contract  items  already  serves  as  some 
sort  of  a  formulary. 

This  leads  me  to  the  second  misconception  that  perhaps  some  of 
the  PMA  brand  name  drug  companies  have  and  that  is  that  we 
cannot  affect  market  share,  but  we  most  assuredly  can  do  that  and 
we  have  proven  through  some  contracts  that  we  have  with  some 
small  brand  name  companies  that  our  members  can  dramatically 
shift  market  share  from  one  brand  to  another  when  we  are  given 
a  competitive  contract  price. 

Thirdly,  in  case  no  one  asks  me  I  wanted  to  make  a  comment  on 
what  the  brand  name  companies  will  say  about  elimination  of  dis- 
criminatory pricing.  They  will  say — and  I  think  I  have  already 
heard  reference  to  it  today — that  those  kinds  of  things  will  reduce 
their  revenue  so  much  that  R&D  will  suffer. 

I  can't  help  but  be  reminded  of  what  happened  about  15  years 
ago  when  all  the  States  began  to  pass  brand  exchange  laws  which 
allowed  pharmacists  to  do  generic  substitution.  We  were  told  and 
pleaded  with  by  the  brand  name  companies  not  to  do  that  because 
if  we  did  that  R&D  would  suffer  and  we  would  no  longer  have  new 
discoveries  of  drugs.  The  truth  of  the  matter  is  that  they  spent  a 
lot  more  on  R&D  after  the  brand  exchange  laws  were  passed  than 
before. 

They  are  good  poker  players.  My  friends  in  the  brand  name  drug 
industry  and  the  PMA — I  think  they  are  bluffing.  I  believe  that  if 
Congress  eliminates  discriminatory  pricing,  we  will  still  have  R&D. 

Thank  you. 

[The  prepared  statement  of  Mr.  Wyatt  follows:] 
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Betot  K.  Wyatt,  ILPh. 

Preside>(t/CEO 

CUKTIS  J.  WOCMK,  ILPh. 

Vice  President 


TESTIMONY 

bv  BEN.n  K.  WYATT.  RPh.. 

PRESroENT/CEO. 

PACE  ALLIANCE  RETAIL  PHARMACY  BUYING  GROUP 


niTRODVCnOti. 

It  is  my  pleasure  to  submit  Testimony  for  the  U.  S.  Senate 
Special  Committee  on  Aging  Hearing  entitled  "Pharmaceutical 
Marketplace  Reform:  Is  Competition  the  Right  Prescription?".  As  a 
previous  Administrator  of  a  Hospital  Buying  Group,  and  more 
recently  the  Administrator  for  the  largest  Retail  Pharmacy  Buying 
Group  in  the  Country,  I  have  first-hand  knowledge  of  dis- 
criminatory pricing  policies  practiced  by  major  brand  name 
companies  among  different  classes  of  trade. 

Large  brand  name  drug  manufacturers  sell  the  same  drug 
products  to  hospitals,  HMO's  and  mail-order  drug  firms  at 
significantly  lower  prices,  unrelated  to  the  volume  of  purchases 
made  or  terms  of  payment  and  delivery,  than  are  offered  to 
community  retail  pharmacies.  Large  independent  retail  pharmacy 
buying  groups,  such  as  PACE  ALLIANCE,  can  easily  equal  or  exceed 
the  purchasing  volume  of  many  of  the  hospitals,  HMO's  and  mail- 
order drug  firms,  but  drug  manufacturers  have  refused  to  grant  then 
equal  access  to  economies  of  scale.  This  has  resulted  in  higher 
costs  for  community  retail  pharmacies,  and  to  the  vast  majority  of 
the  American  consumers . 

More  than  60,000  community  retail  pharmacies,  represented  by 
both  chain  drug  companies  and  independents,  fill  93%  of  all  out- 
patient prescriptions  dispensed  in  the  United  States.  Elimination 
of  discriminatory  pricing  by  brand  name  drug  companies  would  result 
in  lower  prices  for  consumers,  and  give  community  retail  pharmacies 
an  opportunity  to  compete  in  a  fair  prescription  drug  marketplace. 

If  the  brand  name  drug  companies  do  not  cease  discrimination 
in  pricing  their  drugs  to  different  classes  of  trade,  either  as  a 
voluntary  action  or  due  to  legislation,  there  is  a  distinct 
possibility  that  community  retail  pharmacies  will  disappear  from 
our  marketplace.  If  this  occurs,  there  will  be  problems  for  our 
citizens  in  terms  of  access  to  pharmaceutical  care. 

In  this  paper,  I  will  address  specific  topics  and  questions 
which  may  be  of  interest  to  the  Committee. 


ymAT  HAS  BEEN  THE  IMPACT  OF  BRAND  NAME  COMPANY  PRICING  PRACTICES 
ON  COMMUNITY  PHARMACIES  AND  RETAIL  CUSTOMERS? 

The  practice  of  discriminatory  pricing  by  brand  name  companies 
has  made  it  difficult  for  community  pharmacies  to  compete  with 
other  classes  of  trade  such  as  HMO's,  hospitals,  and  mail-order 
drug  companies,  because  the  community  retail  pharmacy  must  pay  a 
much  higher  price  for  the  same  drugs,  even  though  they  are  united 
in  large  buying  groups  and  should  be  granted  the  same  volume 
pricing  as  the  other  classes  of  trade. 
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The  citizens  of  our  Country  who  buy  93%  of  all  out-patient 
prescriptions  filled  from  community  pharmacies  have  consistently 
paid  higher  prices  for  brand  name  drugs,  due  to  the  unfair  pricing 
policies  of  the  brand  name  companies. 


EXAMPLES  OP  DIPPERENCES  BETWEEN  PRICES  PAID  BY  COMMUNITY 
PHARMACIES  THROUGH  BUYING  GROUPS  SUCH  AS  PACE  ALLIANCE  FOR  BRAND 
NAME  DRUGS,  COMPARED  TO  PURCHASERS  FOR  THE  OTHER  CLASSES  OF  TRADE 
SUCH  AS  HOSPFTAL  BUYING  GROUPS,  HMO'S,  AND  MAIL-ORDER  PRESCRIPTION 
COMPANIES. 

For  years,  most  people  in  the  prescription  drug  marketplace 
knew,  or  highly  suspected,  that  brand  name  companies  were  selling 
their  products  for  much  lower  prices  to  HMO's,  hospitals,  and  mail- 
order drug  companies,  although  some  brand  name  companies  denied 
practicing  such  pricing  policies.  Recently,  we  have  seen  the  brand 
name  companies  stop  denying  the  practices,  although  from  time  to 
time  they  will  make  statements  that  the  difference  in  the  prices 
charged  to  their  community  retail  pharmacy  buying  groups  and  the 
other  classes  of  trade  is  less  than  some  might  believe. 

There  have  been  many  published  reports  of  price  discrepancies 
between  classes  of  trade.  The  sample  prices  listed  here  are  taken 
from  an  article  published  in  the  "Washington  Times".  Friday, 
October  15,  1993. 


Manufacturer 

Product 

Quantity 

Discounted 
Price  to  HMO's, 
Hospitals,  and 
Others 

Price  to 

Communrty 

Pharmacies 

Percentage 
Difference 

Ciba-Geigy 

Transderm-Nitro 
(cardiac) 

30  patches 

S8.40 

439. 89 

375 

Glaxo 

Ventolin 
(respiratory) 

500  tablets 

S63.B4 

$183.71 

188 

Searle 

Calan 
(cardiac) 

100  tablets 

$3.90 

$22.91 

487 

Wyeth 

Irxleral 
(cardiac) 

100   tablets 

SA.12 

$48.31 

1,073 

SmithKUne 

Eskalith  CR 
(lithiun) 

100  capsules 

»17.18 

$23.02 

34 

Schering- 
Plough 

K-Our 
(potassium) 

100  capsules 

S2.03 

$27.31 

1,245 

1    (Source:  Rita  Aid  Corp.)                                                                                                                                                                                                                               U 

WHAT  HAS  BEEN  THE  EXPERIENCE  OF  THE  PACE  ALLIANCE  BUYING  GROUP  IN 
PURCHASING  DRUGS  FROM  BRAND  VERSUS  GENERIC  COMPANIES? 

From  the  very  beginning  of  operation  of  the  PACE  ALLIANCE 
Retail  Pharmacy  Buying  Group,  generic  drug  companies  have 
aggressively  competed  for  our  business,  based  on  our  volume  of 
purchases.  In  1985,  when  we  sent  our  first  Request  For  Proposal  to 
drug  companies,  we  were  able  to  obtain  discounts  averaging  45%  off 
normal  Wholesale  Cost  from  generic  drug  companies.  Competition  by 
generic  drug  companies  has  continued  during  the  past  eight-and-one- 
half  years,  and  the  prices  obtained  by  our  Buying  Group  for  our 
community  pharmacy  Members  have  been  discounted  in  accordance  with 
our  large  volume  of  purchases.  These  prices  have  allowed  our 
Members  to  continue  to  compete  in  the  marketplace,  and  offer  their 
customers  lower  prices  on  generic  drugs. 

In  1985,  with  our  first  Request  For  Proposal,  none  of  the 
brand  name  companies  responded.  Most  of  those  companies  simply 
ignored  our  Request  For  Proposal,  although  a  few  sent  letters  or 
called  indicating  that  their  company  policy  did  not  allow  them  to 
respond  by  bidding  retail  pharmacy  buying  groups. 

Two  (2)  years  later  in  1987,  some  of  the  smaller  brand  name 
companies  recognized  that  it  would  be  in  their  best  interest  to 
compete  in  the  community  pharmacy  marketplace  through  retail 
pharmacy  buying  groups,  and  did  offer  some  discounts  to  our  Group 
on  their  products.  These  companies  were  not  disappointed,  and  have 
continued  to  contract  with  us  because  we  have  been  able  to  shift 
market  share  from  some  of  the  larger  companies'  branded  items  to 
the  smaller  companies'  branded  items. 
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During  the  past  few  months,  many  of  the  large  brand  name 
companies  have  agreed  to  meet  with  us  in  their  corporate 
headquarters,  and  hear  us  out  concerning  our  ability  to  shift 
market  share  from  one  brand  to  another  brand  based  on  competitive 
contract  pricing.  Unfortunately,  however,  by  and  large  the 
companies  still  are  not  willing  to  compete;  the  problem  seems  to  be 
that  no  one  company  wants  to  be  the  first  one  to  grant  a  discount 
to  community  retail  pharmacy  buying  groups  based  on  volume  of 
purchases  and  terms  of  delivery  and  payment,  because  they  know  that 
once  the  competition  is  started  it  will  not  be  easy  to  stymie 
competition  in  the  marketplace. 

Fair  treatment  by  the  generic  drug  companies  has  enabled  most  of 
the  community  retail  pharmacists  to  survive  in  the  marketplace  to 
date,  in  spite  of  the  discriminatory  pricing  by  the  large  brand 
name  drug  companies. 

WILL  COMMUNnr  PHARMACY'S  BUYING  POSITION  BE  IMPROVED  UNDER  THE 
PRESIDENTS  HEALTH  CARE  PROPOSAL? 

If  discriminatory  pricing  among  classes  of  trade  is  eliminated 
by  legislation,  community  pharmacy's  buying  position  will  be  vastly 
improved,  and  our  citizens  will  pay  less  for  prescription  drugs. 
Community  pharmacists  all  over  the  Country  have  realized  that  they 
must  organize  as  members  of  large  buying  co-ops  or  purchasing 
groups  in  order  to  remain  competitive  in  the  marketplace.  A  large 
percent  of  the  pharmacies  now  belong  to  buying  groups.  Once  dis- 
criminatory pricing  on  brand  name  products  from  large  brand  name 
companies  is  eliminated,  the  independent  retail  pharmacy  owners  who 
do  not  currently  belong  to  a  buying  group  or  purchasing  co-op  will 
join  one  of  these  programs. 

WHAT  WILL  BE  THE  IMPACT  ON  PACE  ALUANCE  AND  OTHER  BUYING  GROUPS 
IFGENERIC  MANUFACTURERS  ARE  ESSENTIALLY  CONTROLLED  BY  BRAND  NAME 
DRUG  MANUFACTURERS? 

Although  we  have  recently  heard  this  question  debated  in  the 
marketplace,  our  experience  to  date  has  been  that  the  take-over  of 
some  generic  companies  by  brand  name  companies  has  not  stifled  the 
competition  and,  in  fact,  may  have  even  increased  competition. 

Historically  during  the  past  several  years,  generic  companies 
wholly-owned  by  large  brand  name  companies  have  competed  aggres- 
sively in  the  generic  marketplace  for  retail  pharmacy  buying  group 
business.  Roxane  Laboratories  (owned  by  Boehringer-Ingelheim)  and 
Geneva  Pharmaceuticals  (owned  by  Ciba-Geigy)  have  both  been 
aggressive  competitors  for  our  generic  business  during  the  past 
eight  (8)  years.  Also,  the  new  generic  divisions  being  formed  by 
brand  name  companies  have  aggressively  pursued  our  business  by 
offering  discounts,  and  Rugby  Laboratories  has  continued  to  offer 
us  competitive  prices,  although  they  were  recently  purchased  by  a 
large  brand  name  company  (Marion-Merrell-Dow) . 

Since  history  has  shown  us  that  generic  drug  companies 
controlled  by  brand  name  companies  are  willing  to  compete 
aggressively  in  the  marketplace,  plus  the  fact  that  the  start-up  of 
new  generic  drug  companies  by  entrepreneurs  is  not  extremely 
difficult,  we  are  led  to  believe  that  the  brand  name  companies' 
accelerated  movement  into  the  generic  drug  business  will  not  be  a 
force  which  will  stifle  competition  in  the  industry. 

CAN  COMPETmON  CONTAIN  NEW  DRUG  PRICES  ALONE?  IP  SO,  HOW? 

Competition  will  contain  the  price  of  new  drugs  when  other 
therapeutic  equivalents  are  available,  if  we  have  a  fair  and 
equitable  marketplace  where  all  classes  of  trade  are  offered  the 
same  prices  for  equal  volume  and  equal  terms  of  purchase,  because 
the  marketplace  will  not  pay  exorbitant  prices  for  new  drugs. 
Physicians  and  pharmacists  will  continue  to  use  the  therapeutic 
equivalents  available  instead  of  using  higher-priced  new  drugs. 

However,  in  the  few  cases  where  there  are  no  therapeutic 
equivalents  available  to  compete  with  new  drug  entities,  it  is 
possible  that  the  marketplace  will  not  be  able  to  contain  drug 
prices. 
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HOW  MUCH  LEVERAGE  DOES  A  BUYING  GROUP  HA  VE  OVER  NEW  DRUG  PRICES* 

If  a  new  drug  is  a  multi-source  drug,  or  if  there  are  other 
therapeutically-equivalent  drugs  available,  a  buying  group  in  a 
fair  marketplace  will  have  a  great  deal  of  leverage  concerning  what 
they  are  willing  to  pay  for  the  new  drug.  As  stated  above,  the 
buying  group  members  will  simply  continue  to  promote  and  use  other 
drugs  which  are  therapeutically-equivalent  to  the  new  drug,  if  the 
price  is  unreasonable. 


DESCRIBE  SCENARIOS  UNDER  WHICH  COMMUNITY  PHARMACIES  CAN  COMPETE 
EFFECTIVELY  FOR  HEALTH  PLAN  CONTRACTS  UNDER  THE  HEALTH  CARE 
REFORM  PROPOSAL. 

Community  pharmacies  need  three  (3)  things  in  order  to  compete 
effectively  for  the  Health  Plan  Contracts  under  the  Health  Care 
Reform  Proposal,  as  follows: 

No.  1  -  Elimination  of  discriminatory  pricing  among  classes  of 
trade. 

No.  2  -  Pharmacies  must  be  organized  into  buying  groups  to  take 
advantage  of  volume  prices.  As  I  previously  stated,  a 
large  percentage  of  our  community  pharmacies  are  already 
members  of  buying  groups  or  purchasing  co-ops,  and  those 
who  are  not  can  readily  find  a  program  which  they  may 
join  in  order  to  keep  them  competitive  under  the  new 
Proposal. 

No.  3  -  Community  pharmacies  must  be  united  in  prescription 
networks,  to  have  a  vehicle  available  for  bidding  on 
Health  Plan  Contracts.  Community  pharmacies  are  either 
already  in  a  prescription  network,  or  will  join  a 
prescription  network  in  the  near  future  in  preparation 
for  participation  in  the  Health  Plan  Contracts.  Many 
buying  groups  and  buying  group  organizations  already  have 
prescription  networks  in  place,  and  others  are  in  the 
process  of  forming  new  networks.  The  PACE  ALLIANCE 
Group,  which  consists  of  eleven  (11)  State  Programs,  is 
currently  making  tentative  plans  to  form  a  multi-state 
Prescription  Network  to  give  our  Members  the  ability  to 
participate  in  bidding  for  Health  Plan  Contracts  under 
the  new  Reform  Proposal. 


SUMMARY. 

Since  93%  of  the  out-patient  prescriptions  filled  in  the 
United  States  are  currently  filled  by  chain  pharmacies  or 
independent  retail  pharmacies,  it  is  essential  that  this  infra- 
structure of  valuable  health  care  providers  be  maintained  to 
provide  easy  access  to  good  pharmaceutical  care  in  the  future. 

There  is  no  entity  in  the  prescription  marketplace  which  will 
provide  better  service  and  compete  more  effectively,  offering 
consumers  lower  prices,  than  community  retail  pharmacies,  once  we 
eliminate  the  discriminatory  pricing  practices  which  result  in 
unfair  competition  and  higher  prices  for  our  consumers,  in 
particular  our  older  citizens  who  take  more  prescription  drugs  than 
our  other  citizens. 

We  are  not  asking  for  any  special  privileges  for  our  community 
pharmacy  members;  we  are  simply  asking  for  a  fair  marketplace  with 
the  same  rules  for  all  classes  of  trade. 

1.1  my  judgement,  the  answer  to  the  question  posed  in  the  title 
of  this  hearing,  "Is  Competition  the  Right  Prescription  for  the 
Pharmaceutical  Marketplace?",  is  "Yes,  provided  we  have  legislation 
as  part  of  health  care  reform  to  eliminate  discriminatory  pricing 
among  the  different  classes  of  trade."  Appropriate  anti- 
discriminatory  pricing  legislation  will  increase  competition  in  the 
brand  name  prescription  drug  industry,  and  result  in  savings  for 
our  citizens  throughout  the  country.  This  increased  competition 
will  be  more  beneficial  than  prescription  drug  price  controls. 
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The  Chairman.  Mr.  Wyatt,  thank  you. 

Let  me  ask  you  a  question  about  generic  versus  brand  name. 

Why  will  the  generic  companies  negotiate  with  the  retail  phar- 
macists and  the  brand  name  companies  will  not?  Why  is  this? 

Mr.  Wyatt.  That  is  because  the  generic  companies  did  not  have 
the  business  8  and  10  years  ago  and  they  needed  the  business. 
Therefore,  they  were  willing  to  compete  in  a  normal  competitive 
manner. 

The  Chairman.  Do  you  see  any  problem  in  some  of  the  major 
brand  name  companies  absorbing  and  buying  up  the  smaller  ge- 
neric companies? 

Mr.  Wyatt.  That  is  an  interesting  question  and  I  know  it  is 
being  talked  about  lots  of  places. 

Frankly,  we  do  not  believe  at  Pace  Alliance  that  this  is  a  big  dan- 
ger. We  say  that  because  historically  some  of  the  generic  companies 
have  been  owned  for  years  by  large  brand  name  companies.  A  good 
example  is  Geneva,  which  is  owned  by  Ciba-Geigy.  And  there  are 
several  others. 

Those  generic  companies  owned  by  the  brand  name  companies 
have  aggressively  competed  for  our  business  just  as  much  as  com- 
panies that  aren't  owned  by  brand  name  compsuiies.  And  in  addi- 
tion to  that,  we  find  that  the  new  generic  divisions  that  are  being 
formed  by  other  PMA  drug  companies  are  also  willing  to  bid  our 
programs  and  compete  for  the  business. 

I  believe  that — although  I  may  be  wrong — it  is^ot  all  that  dif- 
ficult to  start  a  generic  company.  So  if  they  buy  too  many  of  them, 
I  think  there  will  be  new  ones  on  the  scene. 

The  Chairman.  What  do  you  think  about  the  drug  companies 
maintaining  their  position  of,  if  we,  as  a  Government,  will  allow 
them  to  voluntarily  hold  down  their  prices  that  they  will  do  so  and 
the  American  public  will  get  a  good  deal?  What  do  you  think  about 
that  claim? 

Mr.  Wyatt.  I  really  don't  know.  I  am  not  an  expert  in  that.  But 
I  do  beheve  that  we  need  to  ehminate  discriminatory  pricing  to 
give  the  system  a  httle  shove. 

The  Chairman.  Do  you  believe  that  they  will  voluntarily  hold 
down  their  prices? 

Mr.  Wyatt.  To  some  extent,  due  to  the  pressure  that  is  being  ap- 
phed  poUtically,  through  suits,  and  so  on  and  so  forth. 

The  Chairman.  Could  you  just  give  us  an  example  or  two?  For 
the  record,  give  us  an  example  of  maybe  one  or  two  drugs  that  you 
are  paying  a  higher  price  for  right  now  versus,  say,  an  HMO  or 
hospital?  I  know  you  may  not  be  prepared  to  do  that.  You  could  do 
it  for  the  record,  should  you  desire. 

Mr.  Wyatt.  There  were  some  in  my  written  testimony  and  I  have 
many  others  in  my  briefcase  which  I  wasn't  sure  I  should  pubhsh 
after  talking  to  my  attorney. 

But  I  think  of  one  prime  example  that  rankles  retail  pharmacists 
maybe  more  than  some  others  and  that  is  a  dual  source  item. 
There  is  a  product  called  Albuterol  inhalers — that  is  a  generic 
name — marketed  by  two  companies,  Schering  under  the  trade 
name  of  Proventil  and  Allen-Hanburys  under  the  trade  name  of 
Ventolin. 
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I  don't  remember  precisely,  but  I  believe  the  price  to  retailers  is 
$17.60.  It  is  $17  and  something.  And  I  have  seen  prices  for  other 
classes  of  trade  in  the  area  of  $1.51. 

It  smarts.  It  is  very  difficult  to  compete  with  that  kind  of  dis- 
crimination. 

The  Chairman.  Why  won't  the  pharmaceutical  companies  nego- 
tiate with  you?  What  is  the  reason? 

Mr.  Wyatt.  They  have  a  good  thing  going.  They  are  making  a 
lot  of  money  and  no  one  wants  to  be  first. 

The  Chairman.  Ms.  Meyers,  the  President  has  proposed  an  advi- 
sory council  in  his  plan.  A  lot  of  people  say,  this  is  a  Government 
bureaucracy.  The  Government  is  going  to  take  over  this  whole  in- 
dustry. We're  going  to  create  layers  and  layers  of  new  bureaucrats 
that  are  going  to  control  this. 

How  do  you  respond  to  these  concerns?  Is  this  going  to  be  harder 
or  easier  to  work  through?  Ultimately,  what  do  you  think  will  re- 
sult? Will  this  result  in  better  prices  for  the  American  consumer? 

Ms.  Meyers.  Some  t3T)e  of  mechanism  has  to  be  set  up  to  govern 
the  prices  of  new  drugs  that  enter  the  market  because  the  amount 
of  money  that  they  will  not  be  able  to  make  on  the  marketed  drugs, 
if  competition  works,  wiU  be  added  to  the  new  drugs.  The  drug  that 
you  mentioned  before,  Ceredase,  for  instance,  at  $350,000  the  first 
year — ^which  is  about  the  cost  of  two  average  American  houses  a 
year — and  it  goes  down  to  about  $140,000.  If  nothing  is  done  about 
prices  like  that,  then  it  won't  be  long  before  we  have  another  drug 
for  $1  milhon  a  year.  Even  $2  million  a  year. 

So  there  must  be  some  limit.  While  I  admire  the  PMA  very  much 
for  a  lot  that  it  has  done — and  we  really  do  admire  the  pharma- 
ceutical industry  for  its  inventiveness — they  don't  police  them- 
selves. That,  I  think,  is  the  real  problem.  We  would  like  to  see 
some  tj^e  of  emergency  back-up  enforcement  powers  for  the  com- 
panies that  really  don't  follow  the  rules  and  the  companies  who  do 
voluntarily  follow  the  rules  should  reap  the  rewards. 

The  Chairman.  Thank  you,  Ms.  Meyers. 

I  am  going  to  3deld  now  to  Senator  Cohen. 

Senator  Cohen.  Thank  you,  Mr.  Chairmsm. 

I  have  a  number  of  questions,  Mr.  Chairman,  bilt  first  an  obser- 
vation. 

I  don't  think  it  amounted  to  the  Douglas-Lincoln  debates,  but  I 
think  the  Pryor-Bums  exchange  really  typifies  the  nature  of  the 
dispute  that  exists  here  in  the  Congress. 

Senator  Bums  correctly  points  out  that  he  doesn't  want  Senator 
Pryor,  who  represents  the  Government,  to  negotiate  for  the  cost  of 
fence  posts  being  put  on  his  property.  The  question  that  would 
have  to  follow  from  that  is  "if  you  don't  want  Senator  Pryor  to  ne- 
gotiate the  cost  of  the  price  of  those  fence  posts,  do  you  want  Sen- 
ator Pryor  to  pay  for  the  fence  posts?" 

That  is  really  the  dilemma  with  which  we  £ire  faced.  If  we  don't 
want  the  Federal  Government,  through  a  health  care  plan,  to  cover 
prescription  drugs,  then  that  is  a  policy  judgment  we  have  to  come 
to  because  it  undoubtedly  will  interfere  into  the  pricing  structure 
of  the  free  market  system. 

The  moment  the  Government  comes  in  and  says,  "WE  are  going 
to  cover  this,"  then  there  is  a  corresponding  obligation  to  see  to  it 
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that  the  taxpayer's  dollars  are  "reasonably"  spent.  So  we  have  a 
trade-ofif. 

The  question  we  must  answer  is  whether,  as  a  social  goal,  should 
we  have  coverage  of  prescription  drugs?  If  the  answer  is  no,  then 
that  sort  of  ends  the  debate  and  we  can  talk  about  whether  or  not 
prices  are  too  high,  how  they  are  controlled,  and  whether  we  can 
engage  in  some  brow-beating  of  the  private  market.  But  if  we  say, 
"The  Government  is  now  going  to  cover  these  costs,"  it  seems  to  me 
that  it  will  follow  inevitably  that  there  must  be  some  way  to  ensure 
that  the  prices  we  are  paying  are  going  to  be  "reasonable." 

The  real  challenge  is  whether  you  have  such  a  system  which 
doesn't  kill  the  goose  that  is  laying  the  golden  eggs.  In  this  particu- 
lar case,  the  "goose"  is  producing  remarkable  breakthroughs.  Will 
we  be  so  heavyhanded  as  to  intervene  and  discourage  the  kind  of 
research  and  development  that  is  necessary  for  rare  disorders? 

That  has  to  be  a  challenge  and  a  question  for  you,  Mr.  Meyers. 
Mr.  Wyatt,  you  have  kind  of  dismissed  it  as,  "They  will  still  make 
plenty  of  money."  But  that  is  really  the  debate  that  we  need  to 
enter  into. 

Whenever  Congress  or  the  Federal  Government  intervenes  into 
the  private  marketplace,  it  will  set  limits.  For  example.  Medicare. 
We  now  cover  Medicare  payments.  Do  we  set  the  reimbursements 
to  doctors  and  hospitals  too  low?  Most  doctors  and  hospitals  come 
to  you  and  say  that  reimbursement  rates  are  too  low  and  that  they 
can't  really  afford  to  deliver  the  services  for  what  Medicare  is  pay- 
ing. But  Congress  has  made  a  determination  as  to  what  that  reim- 
bursement rate  is  going  to  be. 

Ine\dtably,  if  we  cover  prescription  drugs,  we  are  going  to  get 
ourselves  involved  in  trying  to  make  some  kind  of  a  determination. 
The  challenge  for  all  of  us— not  just  those  of  us  here  in  Congress, 
but  everybody  in  this  audience  and  those  who  might  be  watching 
in  this  country — we  have  to  try  to  reconcile  these  obviously  compet- 
ing interests. 

Corporations,  private  companies,  do  not  have  a  line  in  their  prof- 
it and  loss  sheets  that  say  "social  conscience."  It  doesn't  say  reason- 
able price;  it  says  profit.  Their  rationale  is  that  they  have  to  make 
a  profit  to  reimburse  those  who  have  invested  with  them  and  who 
have  called  upon  the  corporation  to  exercise  judgment. 

Government's  role  is  to  have  a  social  conscience.  So  our  social 
conscience  is — ^whether  we  should  try  to  cover  this  particular  facet 
of  our  health  care  system  or  not. 

So  we  have  the  trade-offs  to  make  up  here  and  throughout  the 
Congress,  obviously  with  your  support. 

The  Bums-Pryor  exchange  is  very  important  because  in  the  very 
short  1-minute  time  frame  it  symbolized  the  exact  nature  of  the  de- 
bate that  is  going  to  take  place  in  the  country. 

The  Price  Waterhouse  study  on  financial  trends  in  the  pharma- 
ceutical industry  that  was  prepared  for  PMA  states,  "Rather  than 
contributing  to  the  Nation's  spiraling  health  care  costs,  pharma- 
ceutical products  generally  lower  medical  costs  by  substituting  for 
more  costly  effective  treatments."  That  is  a  true  statement.  Every- 
body can  agree  that  that  in  fact  is  a  true  statement. 

The  Chairman.  Even  Senator  Pryor  agrees  with  that. 
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Senator  Cohen.  The  difficulty  is  that  it  is  the  equivalent  of  toss- 
ing a  drowning  person  who  is  50  feet  away  a  life  preserver  that  has 
a  cord  of  25  feet.  That  is  the  dilemma  we  face,  that  we  are  in  fact 
saving  money  by  developing  drugs  that  will  keep  us  out  of  hospitals 
and  reduce  expensive  surgeries.  But  if  you  can't  afford  the  surgery, 
that  is  one  thing,  but  if  you  also  can't  afford  the  substitute,  pre- 
scription drugs,  then  you  really  haven't  saved  that  life. 

I  find  constituents  in  my  State — and  is  really  quite  heart- 
wrenching — people  who  say,  "Here  is  my  whole  Social  Security 
check.  That  is  all  I  have.  I  can't  pay  anymore.  My  cost  for  medica- 
tion is  $600  per  month.  I  am  going  without  food.  I  am  going  with- 
out heac."  We  have  waills  in  some  of  the  homes  that  are  wet  with 
moisture  fi-om  the  cold  and  they  can't  make  it.        ^ 

That  is  where  the  Government  role  comes  into  play  here.  We 
have  a  very  difficult  choice  to  make.  And  how  we  make  it  will  in 
fact  have  a  major  impact  upon  a  very  profitable  desirable  industry 
in  this  country. 

I  have  questions,  but  I  will  submit  them  for  the  record.  I  appre- 
ciate both  of  you  coming  to  testify  this  morning. 

The  Chairman.  Thank  you.  Senator  Cohen. 

Senator  Bums. 

Senator  Burns.  You  also  might  want  to  buy  me  a  Chevrolet  pick- 
up and  I  w£int  to  drive  a  Ford.  I  guess  I  am  still  one  of  those  old 
independents  who  likes  a  choice.  I  think  the  majority  of  American 
people  do,  too. 

The  Chairman.  Sometimes,  though,  for  those  necessities  of  life. 
Senator  Bums,  some  people  in  our  country  and  our  society  do  not 
have  a  choice.  I  think  at  that  juncture  the  Government  has  to  step 
in  and  decide  if  we  are  going  to  help  provide  them  a  choice.  I  think 
that  is  what  this  argument  is  going  to  be  about  next  year.  It  is  not 
about  fence  posts,  Chevrolets,  or  Fords.  It  is  about  those  drugs  and 
pharmaceuticals  that  mean  the  difference  in  living  or  dying  or  sus- 
taining a  quality  or  lack  of  quality  of  life.  That  is  what  the  debate 
is  going  to  be  about. 

I  think  Senator  Cohen  may  think  that  we  have  framed  that  de- 
bate— maybe  we  have — but  I  think  those  are  basic  philosophical 
questions. 

Senator  Burns.  I  think  so,  too.  It  will  be  a  wonderful  debate.  I 
would  hate  to  take  you  on,  but  I  guess  it  all  boils  down  to  who  is 
going  to  make  the  decision  on  my  quality  of  life.  I-think  there  still 
has  to  be  some  individual  responsibility  among  our  people.  And 
Americans  are  willing  to  take  that  responsibility. 

The  Chairman.  And  if  I  might  say  this  I  think  the  President  is 
proposing  a  plan  that  will  give  us  more  rather  than  fewer  options 
and  more  individual  choice  than  we  have  now.  I  think  this  is  his 
proposal  and  certainly  what  I  intend  to  support. 

Senator  BURNS.  We  csin  see  who  has  been  in  Government  for  a 
long  time  and  who  has  been  in  business  for  a  long  time. 

I  have  one  question  here. 

Until  universal  coverage  for  prescription  drugs  is  achieved,  Ms. 
Meyers,  do  you  think  companies  should  be  praised  or  not  praised 
so  much  for  their  free  goods  programs  that  are  designed  to  make 
sure  that  iminsured  and  underinsured  persons  gain  access  to  pre- 
scription drugs,  especially  on  their  orphan  drugs? 
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Ms.  Meyers.  Yes. 

Let  me  say  they  absolutely  deserve  the  highest  praise  for  run- 
ning those  programs.  The  problem  is  that  they  are  inconsistent  be- 
tween programs.  Some  companies  rely  on  the  doctor  calling  them 
and  saying,  "Please  drop  off  some  free  samples."  When  the  sales- 
man drops  off  the  free  samples,  there  is  no  way  to  tell  whether 
those  drugs  actually  got  to  the  indigent  patient  or  went  someplace 
else. 

So  in  the  absence  of  some  type  of  standards  for  the  give-away 
programs,  some  of  them  are  not  as  effective  as  they  could  be.  I 
think  the  industry  should  be  encouraged  to  develop  even  more  of 
them. 

Senator  Burns.  We  thank  you  both  for  coming  this  morning.  We 
are  going  to  go  vote. 

By  the  chairman's  permission,  I  would  like  to  submit  my  ques- 
tions to  these  witnesses  in  writing  and  have  it  included  as  part  of 
the  record. 

The  Chairman.  Without  objection,  your  prepared  questions  will 
appear  in  the  record. 

Senator  Burns.  Thank  you  very  much.  I  appreciate  the  chair- 
man's patience. 

The  Chairman.  Senator  Cohen  and  I  are  trjdng  to  decide.  We 
have  two  back-to-back  votes.  We  think  we  can  be  back  here  ap- 
proximately at  12:15 — ^that  is  30  minutes.  Then  we  will  just  call  all 
four  of  our  panelists  up  and  let  them  serve  at  the  table  together. 
We  are  going  to  have  to  conclude  that  at  no  later  than  1:15.  We 
thank  you  for  the  understanding  and  cooperation. 

[Recess.] 

The  Chairman.  Ladies  and  gentlemen,  we  will  now  resume  our 
hearing.  Those  on  the  next  panels  have  all  agreed  to  come  together 
and  be  on  one  final  panel.  We  are  going  to  have  to  adjourn  in  about 
35  minutes. 

We  are  going  to  hear  from  some  of  the  experts  who  have  studied 
the  pharmaceutical  marketplace  from  the  competition  side  and  the 
antitrust  side.  Dr.  Judith  Wagner  is  first.  Senior  Associate  at  the 
Congressional  Office  of  Technology  Assessment.  We  appreciate  you 
being  here,  Dr.  Wagner.  She  is  not  new  to  the  Committee.  She  has 
testified  at  our  February  hearing  on  the  role  of  the  Federal  Govern- 
ment in  supporting  new  drug  research  and  development.  She  has 
also  just  completed  an  exhaustive  3-year  study  on  the  drug  indus- 
try £ind  is  very  well  quaUfied,  we  think,  to  talk  about  competition 
in  the  pharmaceutical  marketplace. 

Mark  Whitener  is  the  Deputy  Director  of  the  Bureau  of  Competi- 
tion, Federal  Trade  Commission.  He  is  going  to  talk  to  us  today 
about  FTC's  view  of  competition  in  the  pharmaceutical  market- 
place. He  will  talk  in  general  terms  about  the  potential  drug  indus- 
try activities  that  might  concern  the  Federal  Trade  Commission 
from  an  anti-competitive  point  of  view. 

We  also  have  additional  panelists.  First,  we  have  Morton  Katz, 
vice  president  of  Clay-Park  Laboratories.  TTiis  a  generic  drug  man- 
ufacturer located  in  New  York.  He  is  also  chairman  of  the  board 
of  the  Nation£il  Association  of  Pharmaceutical  Manufacturers, 
which  represents  the  small  independent  generic  firms. 
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He  is  accompanied  by  Robert  Milanese,  who  is  the  president  of 
NAPM;  and  Jim  Rubin,  the  legislative  counsel  for  these  organiza- 
tions. They  will  be  available  to  answer  questions.  They  will  not 
give  opening  statements  nor  testify. 

Finally,  we  have  no  stranger,  Gerald  Mossinghoff.  He  is  the 
president  of  Pharmaceutical  Manufacturers  Association,  located 
here  in  Washington,  D.C.  We  appreciate  once  again  Mr. 
Mossinghoff  coming  and  giving  a  point  of  view  of  the  manufactur- 
ers. 

Dr.  Wagner,  we  will  ask  you  to  make  your  statement.  Please  be 
sensitive  to  our  time  problems.  We  are  hopeful  that  Senator  Cohen 
will  be  returning  momentarily  and  we  will  listen  to  you  and  all  the 
other  panelists  that  we  have.  Then  we  will  ask  questions. 

Thank  you. 

STATEMENT  OF  JUDITH  L.  WAGNER,  Ph.D.,  SENIOR  ASSOCI- 
ATE, HEALTH  PROGRAM,  OFFICE  OF  TECHNOLOGY  ASSESS- 
MENT 

Ms.  Wagner.  Thank  you,  Mr.  Chairman. 

With  your  permission,  I  am  submitting  my  full  remarks  for  the 
record. 

I  am  here  today  to  provide  information  on  the  prospects  for  price 
competition  in  the  market  for  prescription  drugs.  The  pharma- 
ceutical marketplace  is  changing  rapidly  today  and  I  am  happy  to 
report  that  these  changes  bode  well  for  cost  containment  in  the  fu- 
ture short-run,  but  the  long-term  prospects  for  prescription  drug 
costs  are  much  more  uncertain. 

Four  developments  of  the  past  decade  have  enabled  the  emer- 
gence of  active  price  competition  in  certain  segments — growing  seg- 
ments— of  the  pharmaceutical  marketplace.  First  and  most  impor- 
tant was  the  1984  passage  of  the  Drug  Price  Competition  and  Pat- 
ent Term  Restoration  Act.  This  landmark  legislation  permitted  the 
development  of  the  generic  drug  industry,  which  offers  today  the 
quickest  and  least  painful  way  for  health  insurers  and  consumers 
to  save  money. 

Second,  DRG  hospital  payment  and  HMOs  have  meant  that  pro- 
viders now  have  an  incentive  to  take  drug  costs  into  account  when 
making  choices  about  particular  products. 

Third,  advances  in  interactive  on-line  computer  technology  have 
opened  up  new  possibilities  for  monitoring  and  managing  prescrip- 
tion drug  benefits. 

And  finally,  employers  have  faced  increasing  pressure  to  keep 
their  drug  costs  low  since  the  Federal  Accounting  Standards 
Board's  ruling  recently  that  requires  companies  to  report  their  re- 
tirees' health  care  costs  as  a  liability.  Prescription  drugs  represent 
about  one-third  of  employer's  retiree  health  care  costs.  Today,  these 
developments  are  in  the  process  of  creating  a  marketplace  in  which 
employers  and  insurers  have  both  strong  incentives  and  the  power 
to  contain  costs  of  prescription  drugs  by  forcing  drug  companies  to 
compete  on  the  basis  of  price. 

Generic  substitution  is  a  key  ingredient  of  prescription  drug  cost 
control.  Prices  of  generic  drugs  to  the  pharmacy  are  usually  a  great 
deal  lower  than  are  brand  name  products.  Data  reviewed  by  OTA 
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on  generic  dispensing,  however,  suggests  that  there  is  still  a  great 
deal  of  untapped  potential  cost-saving  in  generic  substitution. 

The  most  exciting  new  development  is  the  growth  of  managed 
care  pharmacy  programs.  These  programs  have  the  potential  to  tap 
that  potentiaJ  for  cost  savings  the  generics  provide.  These  are  pro- 
grams that  utihze  computerized  pharmacy  data  systems  to  imple- 
ment formularies.  A  formulary,  as  you  know,  is  a  list  of  drugs  that 
the  health  plan  wants  its  doctors  to  prescribe.  When  there  are 
many  "me-too"  drugs  in  a  narrow  drug  category,  the  formulary  can 
be  used  as  a  bargaining  chip  to  exact  price  concessions  from  manu- 
facturers. 

HMOs  are  turning  to  managed  care  pharmacy  programs  with  a 
vengeance.  Virtually  all  of  them  have  such  programs  in  place  now. 
And  even  some  indemnity  insur£ince  plans  are  planning  to  estab- 
lish such  programs  for  their  members  in  the  near  future. 

While  all  these  developments  say  price  competition  is  growing 
and  may  moderate  prescription  drug  costs  in  the  near  term,  there 
are  some  problems  that  still  need  to  be  addressed. 

First,  careftil  thought  is  needed  about  how  to  frame  a  Medicare 
prescription  drug  benefit  that  does  not  pour  cold  water  on  the 
trend  toward  managed  pharmacy.  If  the  45  percent  of  the  elderly 
who  currently  have  prescription  drug  benefits  are  suddenly  yanked 
out  of  employer-sponsored  plans  and  into  fee-for-service  Medicare, 
the  pressure  for  managed  care  pharmacy  could  wither  and  Medi- 
c£ire  patients  would  not  get  the  substantial  benefits  from  price  com- 
petition that  these  plans  can  offer. 

Also,  none  of  the  developments  I  have  mentioned  here  can  deal 
effectively  with  the  potential  for  very  high  prices  of  breakthrough 
drugs  in  the  future.  Breakthroughs  will  be  immune  from 
formularies  and  hence  from  price  competition,  at  least  during  the 
period  of  patent  protection  until  close  therapeutic  substitutes 
emerge  to  compete  with  them.  Only  the  strategic  desire  of  pharma- 
ceutical companies  to  preserve  the  good  will  of  their  customers  will 
limit  the  entry  prices  of  these  drugs. 

Unfortunately,  there  is  no  easy  answer  to  the  breakthrough  drug 
problem.  It  is  extremely  difficult  and  it  may  even  be  impossible  to 
know  what  the  correct  price  of  a  breakthrough  drug  should  be. 
Price  controls  could  restrict  R&D  on  these  drugs,  but  there  may  be 
other  ways  to  encourage  the  developers  of  breakthroughs  to  price 
responsibly,  and  there  may  be  ways  to  speed  the  development  of 
close  therapeutic  substitutes  to  the  market. 

Close  monitoring  of  the  breakthrough  drug  problem  is  impera- 
tive, but  the  search  for  solutions  should  proceed  cautiously. 

That  ends  my  remarks.  I  speak  as  I  drive,  apparently,  because 
I  am  closing  on  the  yellow. 

[The  prepared  statement  of  Ms.  Wagner  follows :L. 
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Judith  L.  Wagner,  Ph.D. 
Senior  Associate,  Health  Program 
Office  of  Technology  Assessment 


Prospects  for  Competition  in  the  IVIarket  for  Pharmaceuticals 

Thank  you,  Mr.  Chairman.    I  am  here  today  to  provide  the  Committee  with 
information  on  the  potential  for  competitive  forces  in  the  pharmaceutical  market  to 
contain  prescription  drug  and  overall  health  care  costs.    OTA  completed  an 
assessment  of  the  economics  of  pharmaceutical  R&D  in  February  of  this  year.    My 
comments  today  draw  on  what  we  learned  in  the  course  of  that  study  and  in  the 
months  since  its  publication. 

The  pharmaceutical  market  place  is  changing  rapidly,  forcing  the  makers  of 
branded  prescription  drugs  to  adopt  new  tactics  and  strategies.   The  changes  in 
the  marketplace  bode  well  for  cost  containment  in  the  short-run,  but  questions 
remain  about  their  effectiveness  in  the  future. 

Competition  In  The  Traditional  Pharmaceutical  Marketplace 

Pharmaceutical  companies  are  no  strangers  to  vigorous  competition  for 
business,  but  in  the  traditional  prescription  drug  market  place,  product 
competition,  in  the  form  of  advertising  and  promotion,  was  the  main  vehicle  for 
generating  sales.    Price  competition  played  a  weak  secondary  role. 

The  traditional  market  place  was  characterized  by  strong  patent  protection 
of  specific  compounds  and  low  sensitivity  to  price  on  the  part  of  the  prescribing 
physician,  who  practiced  in  a  fee-for-service  environment.    Most  patients  are 
insured  for  prescription  drugs  (approximately  70-75  percent),  so  they  are  much 
less  sensitive  to  drug  prices  than  they  would  otherwise  be.    For  this  and  other 
reasons,  when  doctors  made  decisions  about  what  to  prescribe  for  their  patients, 
their  opinions  about  the  quality  of  one  drug  vs  another  dominated  their  decisions. 
Given  this  market  environment,  it  is  easy  to  understand  why  pharmaceutical 
companies  would  spend  a  great  deal  of  money  (on  the  order  of  20-25  percent  of 
sales)  to  advertise  and  promote  their  products  ^o  doctors. 
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In  the  past,  strong  patent-like  protection  for  innovators'  compounds  lasted 
much  longer  than  the  patent  laws  allowed,  because  FDA  regulatory  requirements 
made  entry  of  generic  copies  of  off-patent  compounds  not  only  costly  but  often 
infeasible.    Thus,  many  compounds'  markets  were  secure  against  copy;    only 
therapeutic  competitors  (different  compounds  acting  on  the  same  condition)  could 
threaten  a  product's  market,  and  the  choice  among  therapeutic  alternatives  was 
decided  largely  on  physicians'  perceptions  of  each  drug's  quality. 

The  willingness  to  pay  high  prices  for  drugs  sent  signals  to  the 
pharmaceutical  industry  that  new  products  would  be  handsomely  rewarded,  even 
after  the  lengthy  development  process  and  risks  of  failure  were  taken  into 
account.    Even  when  a  new  compound  was  a  "me-too"  drug,  offering  no  real 
therapeutic  advantage  over  others  on  the  market.  It  could  find  its  market  niche 
through  advertising  and  promotion.   The  result  was  a  steady  increase  in  real 
outlays  for  pharmaceutical  R&D  throughout  the  1980s  and  the  availability  of  a 
wide  array  of  choice  among  competing  compounds  within  certain  therapeutic 
categories,  particularly  those  with  large  markets.    A  recent  European  study  found 
that  more  than  one-half  of  the  new  compounds  introduced  to  the  U.S.  market 
between  1975  and  1989  were  judged  to  offer  no  therapeutic  benefit  over 
compounds  already  on  the  market  (Barrel,  1990).   Table  1  shows,  for  example,  the 
compounds  currently  on  the  market  in  the  United  States  in  7  narrow 
cardiovascular  therapeutic  categories. 

The  New  Marketplace  for  Prescription  Drugs 

Four  developments  in  recent  years  interacted  to  enable  the  emergence  of 
active  price  competition  in  certain  segments  of  the  pharmaceutical  market  place. 

Table  1 -Number  of  Unique  Compounds  Availsble  in  the  United  States 
in  Selected  Cardiovascular  Categories.  1993 

Number  of  Unique  Compounds 

Adrenergic  Blockers  6 

Adrenergic  Stimulants  4 

Alpha/Beta  Adrenergic  Blockers  2 

ACE  Inhibitors  8 

Beta  Blockers  1 1 

Calcium  Channel  Blockers  1 3 

Diuretics  1 7 

SOURCE;   Physician's  Desk  Reference.  47th  Edition,  1993. 

First,  and  most  important,  was  the  passage  of  the  Drug  Price  Competition 
and  Patent  Term  Extension  Act  of  1984,  which  changed  FDA  law  to  permit  market 
entry  of  generic  versions  of  off-patent  pharmaceutical  compounds.   Because  FDA's 
Abbreviated  New  Drug  Approval  (ANDA)  warrants  the  therapeutic  equivalence  of 
generic  versions  of  originators'  compounds,  health  insurers  could  easily  encourage 
or  require  that  prescriptions  be  filled  with  low-cost  generic  alternatives. 
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Second,  the  growth  of  bundled  and  capitated  paynnent  increased  providers' 
Incentives  to  contain  expenditures  for  prescription  drugs.    Medicare's  adoption  In 
1983  of  DRG  payment  for  inpatient  hospital  services  strengthened  hospitals' 
incentives  to  manage  their  inpatient  drug  costs.    And,  HMOs,  which  provided 
services  on  a  capitated  basis,  grew  rapidly  throughout  the  1980s,  today  covering 
over  16  percent  of  the  U.S.  population  (Interstudy,  1993).    When  prescription 
drugs  are  Included  in  the  covered  bundle  of  services  provided  by  HMOs,  these 
organizations  have  an  incentive  to  take  drug  costs  Into  account  when  making 
choices  about  particular  products. 

Third,  advances  In  interactive  on-line  computer  technology  have  opened  up 
new  possibilities  for  employers'  and  insurers'  management  of  their  prescription 
drug  benefits.    Third-party  administrators  of  prescription  drug  benefits  have 
established  computerized  networks  in  pharmacies  that  track  prescriptions  as  they 
are  filled.   These  systems  permit  new  avenues  for  influencing  and  controlling 
prescribing  and  dispensing. 

Fourth,  employers  are  under  new  pressure  to  contain  prescription  drug  costs 
as  a  result  of  the  recent  Federal  Accounting  Standards  Board  ruling  requiring 
companies  to  report  their  obligations  for  retirees'  health  care  costs  as  a  liability  in 
their  financial  statements.    Although  prescription  drugs  are  a  small  proportion  of 
overall  health  care  costs  (7-8  percent),  they  represent  a  much  larger  proportion  - 
roughly  one-third  -  of  employers'  costs  of  retiree  health  benefits  (Alex  Brown  & 
Co.,  1993).    Every  new  dollar  spent  on  prescription  drugs  for  their  retirees  goes  to 
the  bottom  line  of  companies'  financial  statements. 

Together,  these  developments  have  created  a  new  market  place  In  which 
employers  and  insurers  have  both  strong  incentives  and  the  power  to  contain  the 
costs  of  prescription  drugs  by  forcing  drug  companies  to  compete  more  vigorously 
on  the  basis  of  price. 

Generic  Substitution:   Today,  many  health  insurers  have  programs  in  place 
to  encourage  or  require  substitution  of  cheaper  generic  products  for  brand-name 
pharmaceuticals  even  when  the  prescription  is  written  for  the  brand-name  product. 
The  most  common  incentive  in  private  health  plans  Is  a  lower  patient  copayment 
when  a  prescription  for  a  multi-source  drug  Is  filled  with  a  generic  version.    Mail- 
order pharmacy  programs  are  another  vehicle  to  maximize  generic  substitution, 
because  these  pharmacies  are  often  located  in  States  with  the  least  restrictive 
laws  on  generic  substitution.   The  Federal  Medicaid  program  requires  generic 
substitution  unless  the  physician  prohibits  substitution  in  his  or  her  own 
handwriting  on  the  prescription  form. 

Despite  the  fact  that  generic  drugs  are  cheaper  than  their  brand-name 
counterparts  and  become  more  so  over  time  (Figure  1),  the  market  share  of 
generic  drugs  is  still  surprisingly  low.    Data  provided  to  OTA  on  prescriptions  for 
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Figure  1 -Non-Originator  Price  as  a  Percent  of 
Originator  Price*  ($  1990) 
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Source:  Office  of  Technology  Assessment,  1993.  based  on  S.W.  Schodelmeyer,  ^ 
■Economic  Impact  of  Multiple  Source  Competition  on  Originator  Products, 
contract  paper  prepared  for  Office  of  Technotogy  Assessment  December  1991 . 


Table  2--Percent  of  Prescriptions  for  Multi-source  Maintenance  Drugs'  Dispensed  with  Brand-name 
and  Generic  Products,  January-September  1 992 


Market  sector 
and  drus  type 


Rx  volume 

Rx  dollar  value" 

27.6% 

53.6% 

72.4 

46.4 

44.1 

67.6 

55.9 

32.4 

Mail  order 
Brand-name 
Generic 

Retail*^ 

Brand-name 
Generic 


'Maintenance  drugs  are  generally  used  for  long-term  therapy. 

''Dollar  value  is  derived  from  the  average  wholesale  price. 

'Prescriptions  ordered  through  Medco's  retail  prescription  programs.    Some  of  these  programs 
actively  promote  incentives  to  encourage  dispensing  of  generic  drugs. 

KEY:   Rx  =  prescription  drug. 

SOURCE:    Medco  Containment  Services,  Inc.,  1993. 


94 


multi-source  drugs  for  long-term  therapy  by  Medco  Containment  Services,  a 
company  that  administers  health  plans'  drug  benefits,  illustrates  the  point.    As 
Table  2  shows,  in  the  first  9  months  of  1992,  only  56  percent  of  these 
prescriptions  dispensed  through  Medco's  participating  retail  pharmacies  were  filled 
with  a  generic  version  of  the  compound.    (A  much  higher  proportion  ~  72  percent 
~  of  such  prescriptions  filled  in  Medco's  mail-order  facilities  were  filled  with 
generics.)   Even  today,  there  is  still  a  great  deal  of  potential  for  further  cost 
savings  through  higher  rates  of  generic  substitution  at  the  retail  level. 

Therapeutic  Price  Competition:    Hospitals  and  HMOs  have  used  the  power 
of  restrictive  formularies  to  manage  their  drug  costs.    Formularies  are  lists  of  drugs 
that  can  be  prescribed  by  physicians  without  special  appeals.   The  availability  of 
numerous  similar  compounds  in  some  narrow  therapeutic  categories  has  made  it 
possible  for  these  organizations  to  consider  price  as  well  as  quality  in  determining 
whether  a  drug  should  be  allowed  on  the  formulary.    In  1992,  about  51  percent  of 
all  hospitals  had  a  well  controlled  formulary  system  in  place  (Crawford  and  Myers, 
1993).   Over  two-thirds  of  all  hospitals  had  in  place  for  at  least  one  therapeutic 
category  a  system  of  automatic  substitution  of  one  compound  for  another  unless 
the  doctor  specifically  prohibits  it  on  the  prescription. 

HMOs,  particularly  those  with  tight  organizational  structures,  have  been  able 
to  influence  physicians'  prescribing  practices  through  formularies.   The  power  to 
impose  limitations  on  prescribing  has  given  HMOs  purchasing  clout  with 
manufacturers  and  over  the  past  few  years  has  led  some  manufacturers  to  offer 
substantial  price  discounts  to  some  HMOs.   When  there  are  enough  close 
substitutes  in  a  therapeutic  class,  the  HMO  can  use  the  formulary  as  a  bargaining 
chip  to  exact  price  concessions  from  producers. 

The  success  of  some  HMOs  and  hospitals  in  getting  price  concessions  from 
manufacturers  of  single-source  drugs  (i.e.,  those  with  patent  protection)  'attests 
to  the  potential  for  price  competition  to  lower  the  cost  of  drugs  to  patients  or 
their  insurers.    For  price  competition  among  close  therapeutic  alternatives  to  be 
effective,  however,  enough  similar  competing  products  must  exist  to  allow 
providers  to  choose  among  alternatives  on  the  basis  of  price  as  well  as  quality. 
Ironically,  the  proliferation  of  me-too  products,  often  derided  as  wasteful,  is  the 
key  to  cost  containment  through  price  competition  in  segments  of  the  market  that 
can  take  advantage  of  them. 

Managed  Care  Pharmacy  Programs:   The  potential  for  price  competition  is 
expanding  rapidly  as  all  kinds  of  health  plans,  both  HMOs  and  indemnity  plans, 
embrace  the  concept  of  managed  care  pharmacy.    Under  a  managed  care 
pharmacy  program,  the  health  plan  (or  its  subcontractor)  establishes  a  formulary 
and  attempts  to  enforce  it  with  the  help  of  on-line  computer  networks  in  retail 
and/or  mail-order  pharmacies.    Enforcement  mechanisms  range  from  counseling 
doctors  whose  prescribing  profiles  show  a  high  incidence  of  prescribing  off- 
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formulary  drugs  to  refusal  to  pay  for  drugs  not  on  the  formulary  except  for  a 
formal  appeals  process.    HMO  physicians  are  provided  lists  (sometimes  in 
computer  format)  of  drugs  in  the  formulary  and  are  expected  to  prescribe  from 
the  formulary  except  in  extraordinary  circumstances.    In  some  managed  care 
pharmacy  programs  network  pharmacies  are  given  financial  incentives  to 
substitute  less  expensive  generic  drugs  for  brand-name  equivalents.   For  example, 
Medco  recently  announced  that  it  will  establish  a  "Coordinated  Care  Network 
Program'  that  will  share  20  percent  of  savings  from  generic  substitutions  with 
the  pharmacist  (FDC  Reports,  1993). 

Managed  care  pharmacy  programs  have  the  potential  to  rapidly  increase 
generic  substitution  rates,  and  in  crowded  therapeutic  categories  they  can  also 
force  more  price  competition  among  therapeutic  alternatives.   For  example, 
cardiovascular  drugs  constituted  22  percent  of  pharmaceutical  sales  in  the  United 
States  in  1991  (Pharmaceutical  Manufacturers  Association,  1993)  As  Table  1 
showed,  most  therapeutic  categories  of  cardiovascular  agents  have  a  large 
number  of  competing  compounds,  some  of  which  are  already  off  patent. 

The  potential  for  cost  savings  from  generic  competition  and  managed  care 
pharmacy  will  grow  dramatically  in  the  next  three  years  as  several  drugs  with 
high  U.S.  sales  come  off  patent.   Between  1993  and  1996,  four  compounds 
whose  1992  U.S.  sales  placed  them  among  the  top  10  drugs  in  the  United  States 
will  lose  patent  protection  (Santell,  1993;  Top  100  Drugs,  1993).   These  four 
drugs  alone  accounted  for  $3.6  billion  in  sales  in  1992.   Many  other  drugs  with 
substantial  markets  will  also  lose  patent  protection  in  the  next  three  years. 

Thus,  over  the  next  few  years,  growing  price  competition  can  be  expected 
to  provide  a  strong  moderating  influence  on  the  rise  in  prescription  drug 
expenditures. 

Impact  of  a  Universal  Prescription  Drug  Benefit  under  Health  Reform: 
Several  legislative  proposals  for  health  care  reform  call  for  a  prescription  drug 
benefit  for  both  the  Medicare  and  non-Medicare  populations.    If  the  system  places 
many  Americans  in  managed  care  health  plans,  the  trend  toward  increasing  price 
competition  for  prescription  drugs  will  be  reinforced.    On  the  other  hand,  while  a 
prescription  drug  benefit  for  Medicare  beneficiaries  would  improve  access  to 
health  care  for  the  roughly  55  percent  of  people  65  years  of  age  and  older  who 
have  no  prescription  drug  coverage  today,  it  would  also  remove  retirees  from 
managed  care  pharmacy  programs  and  would  eliminate  employers'  current 
incentives  to  see  that  their  prescription  drug  benefits  are  managed  aggressively. 

To  insure  that  Medicare  pharmaceutical  benefits  are  managed  aggressively, 
the  law  could  stipulate  that  Medicare  beneficiaries  purchase  the  benefit  through 
'  the  regional  health  alliance,  which  in  turn  would  develop  a  Medicare  managed 
care  pharmacy  program. 
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Limitations  of  IManaged  Care  Pharmacy  Programs:  Managed  care  pharmacy 
programs  have  natural  limits  to  their  ability  to  contain  costs.   Health  plans  may  be 
able  to  require  therapeutic  interchange  within  a  very  narrow  therapeutic  category 
(e.g.,  ACE  inhibitors),  but  unless  the  plan  can  persuade  physicians  to  adhere  to 
treatment  guidelines,  choices  across  therapeutic  categories  typically  are  in  the 
domain  of  physicians.   For  example,  today  several  different  clinical  approaches 
are  available  to  treat  hypertension,  including  calcium  channel  blockers,  ACE 
inhibitors,  beta  blockers  and  diuretics  (Alderman,  1992).    Suppose  only  one 
compound  were  available  in  each  of  these  categories.   Active  price  competition 
might  still  emerge  across  classes  if  (1)  enough  health  plans  were  to  adopt 
guidelines  based  on  the  cost  and  effectiveness  of  the  alternative  approaches;   and 
(2)  health  plans  had  the  power  to  persuade  physicians  to  adhere  to  their  clinical 
guidelines.   At  present,  relatively  few  HMOs  have  the  structures  in  place  to 
develop  and  enforce  clinical  guidelines. 

Even  where  such  systems  are  feasible,  the  managed  care  pharmacy  is 
unlikely  to  be  the  center  of  this  process.    First,  prescriptions  contain  no 
information  on  diagnosis,  so  pharmacy  data  systems  are  generally  not  very  useful 
in  monitoring  adherence  to  clinical  guidelines.   Second,  formulary  committees  are 
not  necessarily  the  most  appropriate  groups  to  develop  clinical  guidelines 
involving  choices  among  different  classes  of  drugs. ^ 

Long-Term  Problems  for  Price  Competition 

Though  the  prospects  are  bright  in  the  next  few  years  for  the  emerging 
pharmaceutical  marketplace  to  moderate  increases  in  prescription  drug 
expenditures,  the  dynamics  of  technical  change  in  pharmaceuticals  may  put  new 
pressures  on  health  care  costs  in  the  future. 

The  Thinning  of  Therapeutic  Competition:    For  price  competition  to  flourish, 
a  sufficient  number  of  generic  or  close  therapeutic  alternatives  must  be  on  the 
market.    In  many  important  categories  today,  the  conditions  are  ripe  for  such 
price  competition.   But  the  new  market  place  will  change  the  dynamics  of 
pharmaceutical  R&D  in  ways  that  are  difficult  to  predict.   Because  the  cost  of 
developing  any  new  compound  is  high,  pharmaceutical  companies  will  be  less 
likely  to  add  additional  new  drugs  to  an  already  existing  therapeutic  category. 
The  expected  returns  from  such  imitation  will  certainly  be  lower  than  they  were  in 


IThe  organization  of  such  efforts  within  health  plans  varies,  of  course.   A  recent 
example  of  a  formulary  decision  in  a  large  group-practice  HMO  illustrates  how 
formulary  decisions  can  be  implicit  treatment  guidelines.   Kaiser  Permanente 
recently  announced  that  tacrine,  the  first  drug  approved  by  the  FDA  for  the 
treatment  of  mild  and  moderate  Alzheimer's  disease,  would  not  be  listed  on  its 
formulary    (FDC  Reports,  1993).    Although  Kaiser  physicians  are  not  barred  from 
prescribing  the  drug,  the  message  is  clear  that  the  plan  considers  such  decisions 
exceptions  from  standard  practice.   Whether  this  formulary  decision  to  withhold  a 
drug  which  is  the  only  one  so  far  to  show  any  clinical  benefits  for  Alzheimers' 
disease  will  ultimately  stand  is  uncertain,  as  Kaiser  officials  have  acknowledged. 
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the  traditional  market  place.    Thus,  over  time,  the  number  of  compounds  in  new 
therapeutic  categories  may  thin  out,  offering  managed  care  pharmacies  fewer 
opportunities  for  cost  savings  through  restrictive  formularies. 

The  Problem  of  Breakthrough  Drugs:    Breakthrough  drugs,  which  offer 
substantial  new  medical  benefits,  will  present  the  greatest  challenge  to 
pharmaceutical  and  health  care  cost  containment  in  the  future.    The  U.S. 
government  has  invested  tens  of  billions  of  dollars  over  the  past  two  decades  in 
basic  research  in  the  biological  and  medical  sciences,  research  that  Is  paying  off 
today  with  a  generation  of  drugs  that  rely  on  new  knowledge  of  molecular 
biology,  chemistry,  and  genetics.    For  example,  the  first  biotechnology  drug  was 
approved  for  sale  in  the  United  States  in  1985.    As  of  mid- 1992,  36 
biotechnology-based  drugs  were  approved  for  sale  in  the  U.S.,  Europe  or  Japan, 
and  253  products  had  entered  clinical  testing  in  one  of  those  countries  by  the  end 
of  1990  (Blenz-Tadmor,  1993).    Not  all  of  these  drugs  are  breakthroughs,  but 
they  vividly  Illustrate  the  Impact  of  new  scientific  understanding  of  disease  on  the 
drug  development  process. 

Breakthrough  drugs  will  be  Immune  from  price  competition  during  the 
period  of  patent  protection  unless  and  until  close  therapeutic  alternatives  emerge 
to  compete  with  them.    (And  the  Incentives  to  imitate  will  be  lower  In  the  future 
as  price  competition  grows,  so  fewer  such  competitors  can  be  expected  to 
emerge.)    Under  a  universal  prescription  drug  benefit,  demand  for  these  new 
products  will  be  insensitive  to  price.   Thus,  the  power  of  the  formulary  to  unleash 
competitive  market  forces  will  be  restricted  for  these  drugs  while  they  are 
protected  from  generic  copy.     Only  the  strategic  desire  of  pharmaceutical 
companies  to  preserve  the  goodwill  of  their  customers  will  limit  the  entry  prices 
of  these  drugs. 

There  Is  a  real  need  for  careful  study  of  approaches  to  the  problem  of 
unconstrained  breakthrough  drug  prices,  because  the  potential  losses  from  the 
wrong  strategy  are  high.   On  the  one  hand,  as  a  society  we  clearly  value  and 
demand  medical  advances  that  will  lengthen  life  and  improve  Its  quality  along  the 
way.   On  the  other  hand,  our  ability  to  pay  for  such  advances  may  be  limited. 
Paying  higher  prices  than  necessary  to  Induce  R&D  Investors  to  bring  beneficial 
new  drugs  to  market  clearly  wastes  limited  health  care  dollars.    But  paying  too 
low  a  price  would  stifle  R&D  and  deny  us  the  benefits  of  breakthrough  drugs. 

Unfortunately,  It  is  extremely  difficult,  perhaps  Impossible,  to  know   what 
the  "right"  price  for  a  breakthrough  drug  is.    Every  criterion  for  evaluating  the 
entry  price  of  a  new  drug  is  problematic.   For  example,  even  at  high  prices,  some 
breakthrough  drugs  may  save  overall  health  care  costs  by  reducing  the  need  for 
other  expensive  care.   Some  would  claim  that  the  reasonableness  of  a 
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breakthrough  drug's  price  should  be  judged  by  its  ability  to  meet  this  cost-saving 
criterion,  but  the  cost-saving  character  of  a  new  therapy  is  not  a  reasonable  basis 
for  pricing.    Even  if  a  drug  is  cost-saving  at  one  price,  it  is  not  cost-effective  if 
the  developers  would  have  decided  to  bring  it  to  market  knowing  it  would  fetch  a 
lower  price. 2  Second,  many  breakthrough  drugs  will  offer  major  improvements  in 
mortality  or  morbidity  but  at  a  net  increase  in  health  care  costs  even  when  the 
price  is  at  the  minimal  level  required  to  assure  its  availability  on  the  market. 

To  some,  comparing  the  entry  price  of  a  new  drug  in  the  United  States  with 
its  entry  price  in  other  industrialized  countries  would  seem  to  be  appropriate.   But 
this  criterion  is  also  problematic.   When  pressed,  drug  companies  have  made 
substantial  price  concessions  in  countries  representing  a  small  proportion  of  the 
world  market.   Australia,  for  example,  has  paid  substantially  less  for  drugs  than 
other  countries,  but  it  is  a  very  small  market.    And,  the  prices  that  Australia  pays 
may  not  fully  cover  the  costs  of  R&D.   If  everyone  were  to  pay  those  prices,  the 
worldwide  revenues  for  some  products  might  not  be  adequate  to  bring  forth  the 
products.    In  addition,  the  United  States  is  such  a  large  market  (roughly  30 
percent  of  the  world  market  overall)  that  any  tying  of  prices  to  those  in  other 
countries  could  drive  other  prices  up  rather  than  U.S.  prices  down. 

Basing  price  on  the  R&D  costs  associated  with  bringing  a  breakthrough  drug 
to  market  is  also  extremely  difficult  to  do  correctly,  and  the  potential  for 
substantial  error  in  measuring  such  costs  could  create  new  uncertainties  at  the 
earliest  R&D  investment  decision  points,  when  the  risks  of  going  ahead  are  the 
greatest. 

It  is  also  important  to  recognize  that  any  new  administrative  process  that 
raises  investors'  uncertainty  about  the  allowed  price  of  a  drug  or  whether  it  will 
be  covered  at  all  once  it  is  approved  by  FDA  could  discourage  early  R&D.    R&D 
managers  (and  their  investors)  often  take  "flyers"  on  projects  by  investing 
relatively  small  amounts  of  money  to  resolve  technical  or  clinical  uncertainties 
about  an  idea.   If  these  early  technical  uncertainties  are  successfully  resolved, 
more  money  flows  into  the  project.   Though  uncertainty  is  never  completely 
removed  throughout  the  discovery/development  process,  it  tends  to  decline 
dramatically  as  a  project  moves  toward  market  approval.   An  administrative 
process  for  controlling  drug  prices  would  add  a  new  source  of  uncertainty  at  the 
end  of  the  process,  one  that  would  not  be  resolvable  until  all  the  nrraney  has  been 
spent.   Consequently,  investors  would  be  more  hesitant  to  commit  early  R&D 
money  if  they  knew  they  could  not  resolve  a  major  source  of  uncertainty  until  the 
end  of  a  long  and  expensive  project.^ 


2An8lysis  of  the  costs  and  effects  of  new  therap  es  may  be  "|e^"  '"  f  g^^g"!^^ 
under  what  clinical  conditions,  if  any,  they  should  be  used^  „^"\^i^hBr  ?han 
implicitly  assume  that  the  cost  (or  price)  of  the  new  drug  is  not  higher  than 
necessary  to  insure  its  availability  on  the  market. 

3Another  way  of  expressing  this  effect  is  that  the  cost  of  capital  for  R&D  would 
increase  at  all  stages  of  the  R&D  process,  but  especially  dramatically  at  the 
earliest  stages. 
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There  are  many  aspects  of  the  breakthrough  drug  problem  that  will  need  to 
be  addressed  in  the  coming  years,  especially  if  health  care  reform  creates  a 
universal  prescription  drug  benefit.    Among  the  questions  for  policy  makers  are 
the  following: 

•  What  role  should  NIH  or  other  Federal  agencies  take  in  controlling  the 
entry  price  of  new  drugs  whose  development  is  directly  dependent  on 
intellectual  property  rights  held  by  the  Government?    Should  the  Federal 
government  put  out  for  bid  or  negotiate  price  agreements  with  private 
developers  up  front,  at  the  time  a  research  agreement  is  made?     On  what 
basis  should  such  negotiations  be  based? 

•  What  role  should  NIH  take  in  sponsoring  or  conducting  research  on 
important  new  lines  of  research?    How  should  it  protect  the  public  from 
paying  twice  for  this  research  --  once  when  it  funds  the  studies  and  again 
when  it  pays  for  the  drugs. 

•  What  role  could  or  should  FDA  play  in  encouraging  the  rapid  entry  of 
therapeutic  competitors  to  breakthrough  drugs?     For  example,  could 
surrogate  endpoints  be  used  for  products  in  the  same  class  as  a 
breakthrough  drug  already  on  the  market? 

.   What  Federal  policies  are  necessary  to  assure  the  rapid  emergence  of 
generic  competition  when  breakthrough  and  other  drugs  do  lose  patent 
protection? 

•  What  impact  would  recent  congressional  proposals  to  strengthen 
biotechnology  patents  have  on  the  competitive  environment  for 
breakthrough  drugs? 

•  To  what  extent  should  awards  of  orphan  drug  status  for  new  compounds 
be  conditioned  on  responsible  pricing  decisions,  and  how  would  such 
pricing  decisions  be  evaluated? 

Conclusions 

The  growing  competition  in  the  market  for  pharmaceuticals  spells  price  and 
cost  relief  for  many  consumers  of  prescription  drugs,    in  the  near  term,  there  are 
still  cost  savings  to  come,  particularly  in  the  area  of  generic  price  competition  for 
multiple-source  drugs,  but  also  as  formularies  force  competition  among  therapeutic 
alternatives.    The  natural  growth  of  managed  care  pharmacy  programs  could  be 
retarded  by  a  Medicare  prescription  drug  benefit  under  health  care  reform,  unless 
the  benefit  is  structured  to  make  use  of  these  programs. 

The  long  term  prospects  for  prescription  drug  costs  are  much  more 
uncertain,  as  new  drug  categories  emerge  with  fewer  compounds  competing. 
Temporary  monopolies  through  patent  protection,  combined  with  insensitivity  to 
price  for  important  new  drugs  under  a  generous  prescription  drug  benefit,  will 
permit  firms  to  launch  important  new  drugs  at  very  high  prices.    Just  how  big  a 
cost  problem  breakthrough  drugs  turn  out  to  be  will  depend  on  how  many  similar 
competing  drugs  follow  and  how  soon  they  do,  and  how  much  of  a  constraint 
concern  over  goodwill  will  be  to  pharmaceutical  companies  in  the  future.    Close 
monitoring  of  the  breakthrough  drug  problem  is  imperative,  but  the  search  for 
solutions  should  proceed  cautiously. 
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The  Chairman.  Thank  you  very  much,  Dr.  Wagner.  We  will  have 
some  questions  in  a  moment. 
Mr.  Whitener. 

STATEMENT  OF  MARK  D.  WHITENER,  ACTING  DEPUTY  DIREC- 
TOR, BUREAU  OF  COMPETITION,  FEDERAL  TRADE  COMMIS- 
SION 

Mr.  Whitener.  Thank  you,  Mr.  Chairman  and  Senator  Cohen.  I 
thank  you  both  for  the  opportunity  to  present  the  testimony  of  the 
Federal  Trade  Commission  concerning  its  activities  in  the  pharma- 
ceutical marketplace  and  to  discuss  competitive  issues  that  may 
arise  in  this  area. 

Let  me  note  that  my  testimony  represents  the  views  of  the  Fed- 
eral Trade  Commission.  My  responses  to  questions,  of  course,  will 
be  my  own  and  will  not  necessarily  represent  the  views  of  the  Com- 
mission or  any  individual  Commissioner. 

The  Commission  has  a  long  history  of  antitrust  enforcement  in 
pharmaceutical  markets.  As  set  out  in  the  Commission's  written 
testimony,  these  markets  are  evolving  and  they  have  some  distinc- 
tive characteristics.  The  following  is  a  brief  description  of  a  few 
antitrust  issues  relating  to  the  pharmaceutical  marketplace.  It 
should  be  noted,  however,  that  the  antitrust  analysis  of  any  par- 
ticular transaction  or  conduct  is  highly  fact-specific. 

I  will  begin  with  the  area  of  illegal  tying  arrangements  in  which 
a  seller  with  market  power  in  a  particular  product — that  is,  the 
ability  to  raise  prices  above  competitive  levels — requires  the  buyer, 
as  a  condition  of  purchasing  that  product,  also  to  purchase  a  second 
product.  Although  bundling  products  together  can  be  beneficial,  it 
can  also  be  anti-competitive.  For  example,  tying  can  be  used  to  en- 
hance beirriers  to  entry  or  to  evade  regulation. 

For  example,  last  year,  the  Commission  issued  a  consent  order 
that  required  Sandoz  Pharmaceutical  Corporation  not  to  tie  its 
schizophrenia  drug.  Clozapine,  to  a  package  of  related  services. 
Sandoz  has  the  exclusive  right  to  market  Clozapine,  which  was  al- 
leged to  give  Sandoz  market  power.  Sandoz  allegedly  required 
Clozapine  purchasers  to  also  buy  expensive  patient  monitoring 
services,  services  that  it  appeared  others  could  provide  as  well.  For 
example,  the  Veterans  Administration  estimated  that  it  would  save 
$20  million  a  year  by  providing  these  services  itself. 

In  the  merger  area,  the  Commission  has  taken  action  against 
pharmaceutical  mergers  that  threatened  to  injure  competition  and 
harm  consumers.  For  example,  in  1990,  the  Commission  issued  a 
consent  order  relating  to  Roche  Holding  Limited's  acquisition  of  a 
controlling  interest  in  Genentech.  The  complaint  alleged  that  the 
acquisition  would  eliminate  actual  and  potential  competition  in  the 
markets  for  three  products — ^vitamin  C,  therapeutic  drugs  for  the 
treatment  of  human  growth  deficiency,  and  CD4-baaed  therapeutics 
for  the  treatment  of  AIDS/HIV  infection.  The  consent  order  con- 
tained divestiture  and  licensing  provisions  designed  to  ensure  that 
competition  continues  in  these  markets. 

Concern  has  been  expressed  recently  about  the  entry  of  brand 
n£une  pharmaceutical  firms  into  generics,  either  through  the  acqui- 
sition of  generic  firms  or  by  development  of  generic  equivalents  of 
their  own  brand  name  products.  Under  certain  market  conditions — 


102 

for  example,  where  there  are  low  levels  of  market  concentration 
after  the  acquisition  and  entry  into  the  market  is  easy — a  brand 
name  firm's  acquisition  of  a  generic  company  would  appear  \m- 
likely  to  cause  competitive  harm.  Under  other  market  conditions, 
however,  such  acquisitions  could  substantially  lessen  either  current 
or  potential  competition. 

The  Commission  will  examine,  among  other  things,  whether  the 
generic  and  brand  name  drug  companies  are  direct  competitors. 
For  example,  if  a  generic  manufacturer  holds  FDA  approval  to  sell 
generic  equivalents  of  branded  drugs  that  are  produced  or  sold  by 
the  acquiring  company,  we  will  closely  scrutinize  the  proposed 
transaction.  Similar  scrutiny  would  be  warranted  where  a  branded 
company  proposed  to  acquire  a  generic  manufacturer  of  drugs  that 
are  therapeutically  similar  to  those  of  the  brand  name  firm. 

Even  if  the  generic  manufacturer  is  not  a  direct  competitor,  an 
acquisition  may  raise  antitrust  concerns  if  the  generic  manufac- 
turer appears  to  be  one  of  only  a  few  firms  that  £ire  likely  to  enter 
the  market  in  competition  with  the  brsind  name  firm.  As  noted  eeir- 
Uer,  the  alleged  loss  of  potential  competition  was  one  of  the  prob- 
lems addressed  in  the  Roche-Genentech  case. 

I  would  also  note  two  other  areas  where  antitrust  concerns  could 
arise  in  the  pharmaceutical  industry,  both  of  which  are  the  subject 
of  ongoing  Commission  investigations.  We  are  constrained  fi*om  dis- 
cussing the  details  of  such  non-pubhc  investigations,  but  I  can  say 
that  one  of  those  investigations  is  looking  into  alleged  price  dis- 
crimination in  prescription  drug  distribution. 

Another  ongoing  investigation  involves  the  possible  abuse  of  reg- 
ulatory processes  by  an  incumbent  firm  in  order  to  defeat  or  retard 
market  entry  by  a  competitor.  Judicial  and  regulatory  proceedings 
can  be  the  principal  hurdles  faced  by  new  entrants  into  pharma- 
ceutical markets,  whether  because  of  rivcds'  intellectual  property 
claims  or  the  need  for  regulatory  approval  of  a  ijew  product.  Al- 
though a  firm  may  legitimately  pursue  patent  infringement  Utiga- 
tion  or  seek  to  intervene  in  the  regulatory  process,  antitrust  con- 
cerns may  be  raised  if  those  actions  are  objectively  baseless. 

As  the  pharmaceutical  industry  continues  to  evolve,  vigorous  and 
prudent  antitrust  enforcement  will  continue  to  be  necessary  to  en- 
sure that  consumers  receive  the  benefits  of  competition. 

I  would  like  to  thank  you  for  giving  me  the  opportimity  to  appear 
before  you  today  and  I  would  be  happy  to  answer  any  questions. 

[The  prepared  statement  of  Mr.  Whitener  follows:] 
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PREPARED  STATEMENT 

OF 

MARK  D.  WHZTENER 

ACTING  DEPUTY  DIRECTOR,  BUREAU  OF  COMPETITION 

FEDERAL  TRADE  COMMISSION 

BEFORE  THE 

SPECIAL  COMMITTEE  ON  AGING 
UNITED  STATES  SENATE 

CONCERNING  FTC  ANTITRUST  ENFORCEMENT 
IN  THE  PHARMACEUTICAL  MARKETPLACE 

November  16,  1993 


Mr.  Chairman  and  members  of  the  Committee:   I  am  pleased  to 
appear  before  you  today  to  present  the  testimony  of  the  Federal 
Trade  Commission  concerning  its  antitrust  activities  in  the 
pharmaceutical  marketplace  and  to  discuss  competitive  issues  that 
nay  arise  in  this  area.' 


'  This  written  statement  and  my  oral  presentation  represent 
the  views  of  the  Federal  Trade  Commission.   My  responses  to 
questions  are  my  own,  and  do  not  necessarily  represent  the  views 
of  the  Commission  or  any  individual  Commissioner. 
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Examples  of  ComiBission  Activity  in  the  Pharmaceutical  Area 

The  Commission  has  a  long  history  of  antitrust  enforcement 
and  analysis  in  pharmaceutical  markets,  dating  back  to  the 
1960's,  when  the  Commission  decided  the  so-called  Tetracycline 
Cases.'  There,  the  Commission  found  that  one  pharmaceutical 
manufacturer  had  committed  fraud  in  procuring  its  patent  and  that 
another  firm  had  withheld  essential  data  from  the  United  States 
Patent  Office  bearing  on  patentability.   The  Commission  issued  an 
order  requiring  the  two  pharmaceutical  manufacturers  to  grant 
non-exclusive  licenses  of  their  tetracycline  patents  to  any 
domestic  applicant  in  order  to  increase  competition  and  enhance 
the  likelihood  of  lower  prices  for  drugs  based  on  these  patents. 

For  the  last  several  years  as  well,  the  Commission  has  a 
significant  enforcement  record  in  this  area.   I  will  begin  with 
the  area  of  illegal  tying  arrangements,  in  which  a  seller  with 
market  power  in  a  particular  product  requires  the  buyer,  as  a 
condition  of  purchasing  that  product,  also  to  purchase  a  second 
product.   While  there  are  a  number  of  theories  supporting 
particular  instances  of  tie-in  behavior  as  efficiency  enhancing, 
it  is  also  clear  that  tie-ins  can  be  anticompetitive  in  some 
circumstances.   Tying  can,  for  example,  be  used  to  enhance  entry 
barriers  or  to  evade  price  regulation.' 


^  American  Cvanamid  Co.  et  al. .  72  F.T.C.  623  (1967),  a££Id 
and  enforced.  401  F.2d  574  (6th  Cir.  1968),  cert,  denied.  394 
U.S.  920  (1969). 

'  For  a  discussion  of  the  potential  anticompetitive  effects 
of  tying,  geg  Wollenberg,  An  Economic  Analysis  of  Tie-in  Sales: 
Re-examining  the  Leverage  Theory.  39  Stan.  L.  Rev.  737  (1987). 


105 


Last  year,  the  Commission  issued  a  consent  order  against 
Sandoz  Pharmaceutical  Corporation,  ordering  the  company  not  to 
tie  its  schizophrenia  drug,  clozapine,  to  a  package  of  other 
services,  including  clinical  laboratory  services  used  to  monitor 
the  side  effects  of  the  drug.*  Clozapine  was  the  first  new  drug 
for  the  treatment  of  schizophrenia  in  more  than  20  years  and  was 
the  only  drug  approved  for  schizophrenia  treatment  in  a 
particular  class  of  patients.   Under  federal  law,  Sandoz 
currently  has  the  exclusive  right  to  market  clozapine,  which,  the 
complaint  alleged,  gave  Sandoz  market  power  in  a  relevant 
antitrust  market. 

Sandoz  allegedly  required  clozapine  purchasers  also  to  buy 
patient  monitoring  services  at  a  cost  of  about  $9,000  per  patient 
per  year  for  the  package.'  As  a  justification  for  the  tie, 
Sandoz  pointed  to  the  potentis-    faral  side  effects  of  the  drug, 
which  led  to  the  need  for  patient  monitoring.   The  potential  for 
such  side  effects  was  uncontested.   However,  it  appeared  that 
others  could  provide  the  monitoring  services  as  well.   For 
example,  the  Veterans  Administration  had  estimated  that  it  would 
save  $20  million  a  year  by  providing  these  services  itself. 
According  to  the  complaint,  through  the  alleged  tying 


*  Sandoz  Pharmaceuticals  Corp..  C-3385  (1992) (consent 
order) . 

^  According  to  the  complaint,  Sandoz  tied  the  purchase  of 
clozapine  to  the  purchase  of  a  package  known  as  the  Clozaril 
Patient  Management  System  ("CPMS'-),  which  included  pharmacy, 
distribution  and  delivery,  blood  drawing,  patient  tracking,  and 
clinical  laboratory  services. 
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arrangement,  Sandoz  restrained  competition,  injured  consumers  by 
raising  the  cost  of  treatment,  and  prevented  governmental  and 
private  health-care  providers  from  administering  their  own 
patient  monitoring  services.   Under  the  consent  order,  the 
Commission  prohibited  Sandoz  from  requiring  clozapine  purchasers 
to  buy  its  monitoring  services,  except  where  necessary  to  protect 
patients  from  purchasers  that  do  not  establish  adequate  patient 
monitoring  services.* 

The  Commission  also  has  been  alert  to  the  need  to  ensure 
that  efforts  to  contain  the  costs  of  pharmaceuticals  are  not 
hindered  by  anticompetitive  activity.   Recently,  the  Commission 
has  brought  a  series  of  cases  based  on  allegations  that  certain 
retail  dispensers  of  prescription  drugs  attempted  (often 
successfully)  to  thwart  the  cost-control  efforts  of  third-party 
payors  through  concerted  boycotts  and  threats  of  boycotts.   This 


*  Another  Commission  order  in  the  health  care  area  — 
inpatient  and  outpatient  kidney  dialysis  services  —  involved  the 
alleged  use  of  a  tie-in  to  evade  price  regulation.   Gerald  S. 
Friedman.  C-3290  (1990)  (consent  order) .   According  to  the 
complaint,  a  physician  who  owned  both  outpatient  kidney  dialysis 
facilities  and  a  mobile  inpatient  dialysis  service  required 
physicians  desiring  to  use  his  outpatient  facilities  to  use  his 
inpatient  services  as  well.   The  complaint  alleged  that  the 
physician  had  market  power  in  the  outpatient  dialysis  service 
market,  but  was  unable  to  exploit  this  market  power  because  of 
Medicare  limits  on  reimbursement  for  outpatient  dialysis. 
Because  prices  for  inpatient  services  were  not  similarly 
regulated,  the  tying  arrangement  allegedly  enabled  the  physician 
to  charge  supra-competitive  prices  for  inpatient  dialysis 
services.   Pursuant  to  the  consent  order  with  the  Commission,  the 
physician  was  prohibited  from  entering  into  agreements  requiring 
such  tying,  or  denying  staff  privileges  at  his  outpatient 
dialysis  facility  to  physicians  who  used  other  inpatient 
facilities.   A  proviso  allowed  him  to  agree  with  physicians  who 
were  his  employees  or  partners  for  use  of  both  his  inpatient  and 
outpatient  facilities. 
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September,  the  Commission  issued  an  administrative  complaint 
against  the  Baltimore  Metropolitan  Pharmacy  Association  and  the 
Maryland  Pharmacists  Association/  alleging  that  the  two 
associations  reacted  to  a  proposed  reimbursement  rate  reduction 
in  a  city  employee  pharmacy  benefit  program  by  organizing 
pharmacists  to  refuse  to  participate  in  the  plan  under  the 
reduced  rates.   The  complaint  further  alleges  that  the  pharmacies 
did  in  fact  refuse  to  participate,  and  that  the  insurer  that  ran 
the  benefit  plan  raised  the  reimbursement  rate.*  Analogously, 
the  Commission  has  issued  several  consent  orders  and  one 
litigated  order  against  pharmacy  associations,  chains,  and 
executives  who  allegedly  made  similar  concerted  threats  to 
boycott  a  pharmacy  benefit  program  that  New  York  State  operates 
for  its  employees  and  retirees,  in  an  effort  to  force  the  state 
to  raise  reimbursement  levels.*  These  concerted  threats  to 
refuse  participation,  the  Commission  found,  cost  the  state  at 
least  $7  million  in  higher  reimbursements  over  the  first  eighteen 
months.   In  bringing  such  cases,  the  Commission  did  not  take  any 
position  as  to  the  appropriateness  of  a  particular  level  of 


"^   Baltimore  Metropolitan  Pharmacy  Association.  D.  9262 
(complaint  issued  Sept.  28,  1993). 

*  In  a  similar  case  last  January,  the  Commission  accepted  a 
consent  order  with  a  Colorado  pharmacy  association  that  allegedly 
organized  a  joint  refusal  to  participate  in  a  plan  for  government 
retirees  unless  the  plan  rescinded  a  cut  in  its  reimbursement 
rate.   Southeast  Colorado  Pharmacal  Association.  C-3410  (Jan.  15, 
1993) . 

'  ££g,  e.g.  .  Peterson  Drug  Coinpany  of  North  Chili.  New  York. 
Inc. .  D.  9227  (decision  and  order  issued  April  22,  1992). 
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reimbursement  for  prescription  drug  dispensing.   It  simply 
vindicated  the  basic  antitrust  principle  that  competitors  may  not 
band  together  to  fix  the  prices  at  which  they  will  or  will  not 
sell  their  goods  or  services. 

In  the  merger  area,  the  Commission  has  acted  to  block  or 
otherwise  rcunedy  mergers  it  found  re^^son  to  believe  would  injure 
competition  in  pharmaceuticals.   In  1990,  the  Commission  accepted 
a  consent  order  with  Roche  Holding  Ltd.  relating  to  that  Swiss 
pharmaceutical  company's  acquisi*tion  of  a  controlling  interest  in 
Genentech  Inc."*  The  complaint  alleged  that  the  acquisition 
would  have  eliminated  actual  and  potential  competition  and 
enhanced  the  likelihood  of  collusion  in  three  pharmaceutical 
markets  for  which  entry  was  difficult:   the  worldwide  market  for 
vitamin  C;  the  U.S.  market  for  therapeutic  drugs  for  the 
treatment  of  human  growth  deficiency;  and  the  U.S.  market  for 
CD4-based  therapeutics  for  the  treatment  of  AIDS/HIV  infection. 

In  the  first  market,  the  complaint  alleged  that  Roche,  a 
major  international  pharmaceutical  firm,  had  a  dominant  share  of 
both  the  U.S.  and  world  markets  for  vitamin  C.   Genentech,  a 
leading  U.S.  biotechnology  company,  had  developed  a  new  patented 
process  for  producing  vitamin  C,  although  its  technology  was  not 
yet  commercial.   To  preserve  innovation  and  future  competition  in 
sales  of  vitamin  C,  the  consent  order  required  divesture  of 
Genentech 's  technology.   In  the  second  market  —  therapeutics  for 
human  growth  hormone  deficiency  —  it  was  Genentech 's  drug  that 


">  Roche  Holding  Ltd..  C-3315  (1990) 
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allegedly  had  a  near-monopoly  share,  but  Roche  was  conducting 
advanced  clinical  trials  with  a  product  that  allegedly  would 
compete  in  this  market.   The  consent  order  required  divestiture 
of  Roche's  human  gro%rth  hormone  releasing  factor  business  to 
ensure  continued  development  of  that  product.   Both  of  the 
mandated  divestitures  were  completed  in  1992. 

In  the  third  market  —  CD4-based  therapeutics  for  the 
treatment  of  AIDS/HIV  infection  —  the  Commission's  focus  was 
even  more  directly  on  competition  in  the  development  of  new  and 
innovative  pharmaceuticals.   There,  Genentech  was  allegedly  the 
most  advanced  of  a  number  of  companies  developing  CD4,  and  Roche 
had  also  engaged  in  research  and  development  and  had  patent 
applications  pending  on  its  products.   Although  CD4  was  not  yet 
an  approved  drug,  the  consent  order  required  Roche,  for  a  period 
of  10  years,  to  grant  non-exclusive  licenses  of  CD4-based 
therapeutics  based  on  Roche's  patent  portfolio  to  any  entity  that 
was  willing  to  pay  certain  royalties  and  stated  an  intention  to 
sell  such  a  therapeutic  drug  in  the  United  States. 

In  1988,  the  Commission  authorized  staff  to  seek  preliminary 
injunctions  to  block  the  proposed  acquisitions  by  McKesson 
Corporation  of  Alco  Health  Services  Corporation  and  Northwestern 
Drug  Company.   Staff's  investigation  had  indicated  that  McKesson 
and  Alco  were  two  of  the  largest  drug  wholesalers  in  the  United 
States.   The  Commission  found  reason  to  believe  that  the  acquisi- 
tions could  substantially  reduce  competition  in  wholesale 
prescription  drug  distribution  and  the  related  services  provided 
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by  wholesalers."  The  parties  abandoned  the  transactions 
immediately  following  the  Commission's  announcement  that 
injunction  actions  had  been  authorized. 

The  Commission  and  its  staff  are  constrained  from  discussing 
the  details  of  non-public  Commission  investigations  and  can 
provide  only  the  broadest  descriptive  information  concerning  such 
investigations.   I  can  say  that  Commission  staff  has  recently 
conducted  several  investigations  of  mergers,  both  horizontal  and 
vertical,  in  the  pharmaceutical  industry,  and  that  some  of  these 
investigations  continue.   I  will  discuss  below  some  theories  of 
how  such  mergers  might  be  anticompetitive. 

The  Commission  also  has  ongoing  investigations  of  conduct  in 
the  pharmaceutical  industry  outside  the  merger  context.   One  such 
investigation  involves  alleged  price  discrimination  in 
prescription  drug  distribution.   We  are  also  examining,  in 
another  investigation,  the  possibility  that  an  incumbent  firm  has 
abused  regulatory  processes  in  order  to  defeat  or  retard  market 
entry  by  a  competitor. 

I  should  add  that,  for  every  investigation  in  this  area  that 
has  resulted  in  enforcement  action,  the  staff  has  pursued  several 
investigations  of  possible  antitrust  violations,  only  to  find 


"   McKesson  Corporation.  File  No.  881-0114.   See  FTC  Press 
Release  (Oct.  3,  1988).  In  another  merger  matter  relating  to 
medical  products,  the  Commission  accepted  a  consent  order 
pursuant  to  which  E-Z-EM,  Inc.  divested  certain  assets  in  order 
to  resolve  the  Commission's  charges  that  E-Z-EM' s  acquisition  of 
Lafayette  Pharmacal,  Inc.  eliminated  competition  in  barium 
diagnostic  products  between  the  two  companies  and  allowed  E-Z-EM 
to  acquire  a  monopoly  in  the  U.S.  market.   E-Z-EM.  Inc. .  C-3311 
(1991)  . 
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that  no  case  ultimately  emerged.   This  is  inherent  in  the  task  of 
maintaining  a  high  level  of  vigilance  with  respect  to  possible 
anticompetitive  conduct  in  the  pharmaceutical  marketplace  or  any 
other  industry.   In  keeping  with  the  importance  of  preserving 
competition  in  pharmaceutical  markets,  this  vigilance  will 
continue. 

The  Commission's  staff  has  also  examined  competition  in  the 
pharmaceutical  industry  outside  the  context  of  particular  law 
enforcement  investigations.   In  the  mid-1980' s,  staff  economists 
of  the  Commission's  Bureau  of  Economics  produced  a  report 
addressing  how  the  availability  of  generic  versions  of  formerly 
patent-protected  drugs  can  reduce  drug  prices.'^  The  report 
discussed  methods  for  encouraging  substitution  of  generics  for 
brand-name  drugs.   It  has  been  and  continues  to  be  cited 
repeatedly  in  the  literature  on  the  subject  of  competition  in  the 
pharmaceutical  industry." 
Competitive  Issues  in  the  Pharmaceutical  Industry 

The  pharmaceutical  industry  is  changing.   A  large  number  of 
important  drug  patents  will  expire  within  the  next  few  years. 
The  market  for  generic  drugs  has  grown  substantially,  and 


"  Alison  Masson  &  Robert  Steiner,  Generic  Substitution  and 
Prescription  Drug  Prices  (FTC,  1985). 

"  £££,  e.g. .  Scherer,  Pricing.  Profits,  and  Technological 
Progress  in  the  Pharmaceutical  Industry.  7  J.  Econ.  Persp.  97 
(1993).   In  addition  to  the  Masson  &  Steiner  study  discussed 
above.  Commission  staff  has  conducted  other  studies  of  various 
facets  of  the  industry  over  the  years,  including  R.  Bond  &  D. 
Lean,  Promotion  and  Product  Differentiation  in  Two  Prescription 
Drug  Markets  (FTC,  Feb.  1977;  and  Bureau  of  Consumer  Protection, 
FTC,  Drug  Product  Selection  (FTC,  1979) . 
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generics  play  an  increasingly  important  role  in  cost  containment 
efforts.'^  Brand  name  pharmaceutical  firms  are  entering  into  the 
generic  business  either  through  acquisition  or  independent 
entry. '^  Likewise,  drug  firms  that  previously  specialized  in 
generic  products  are  beginning  to  introduce  new  drugs  resulting 
from  their  o%m  research  and  development  efforts.   Large  drug 
purchasers,  including  retail  pharmacies,  HMOs,  and  hospitals,  are 
entering  into  group  purchasing  arrangements. 

At  the  same  time,  there  are  significant  changes  in  the  means 
of  f undine  the  purchase  of  drugs  for  consumers.   Pharmaceuticals 
are  increasingly  covered  by  health  insurers  and  managed  care 
plans.   Many  managed  care  providers  and  government  purchasers 
have  implemented  cost  containment  programs  to  encourage  the  use 
of  less  expensive  generic  drugs,  where  appropriate.   Health  care 
reforms  may  have  a  significant  impact  on  the  structure  of 
pharmaceutical  reimbursement. 

From  an  antitrust  enforcement  perspective,  it  is  important 
to  recognize  some  of  the  distinctive  characteristics  of 
pharmaceutical  markets.   First,  information  regarding  the  drug 
that  is  appropriate  for  a  given  condition  is  often  complex. 


'*  An  FTC  Bureau  of  Economics  study  found  that  generics 
accounted  for  23.3%  of  prescriptions  in  the  study's  1980  sample. 
Masson  and  Steiner,  suora  note  12  at  113.   More  recent  studies 
have  found  that  the  share  of  generics  increased  to  27%  in  1988 
and  is  currently  37%.   Drug  Topics.  8s  (1993  supp.). 

"   For  example,  Merck  is  reported  to  have  recently  entered 
the  generic  business  directly  by  setting  up  a  subsidiary  called 
West  Point  Pharma  to  supply  a  generic  form  of  Merck's  Dolobid,  a 
name  brand  analgesic.   Chemical  Marketing  Reporter.  March  8, 
1993. 
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requiring  consuners  to  seek  the  counsel  of  a  prescribing 
physician.   The  physician,  however,  nay  not  necessarily  possess 
full  information  about  all  of  the  latest  therapies  or  the  costs 
of  various  products.'*  Second,  because  third-party  payors,  rather 
than  consuners,  are  paying  an  increasing  portion  of  the  costs  of 
phamaceuticals,  consumers  nay  be  less  cost  conscious  with 
respect  to  drug  purchases  than  other  purchases.'^  Third, 
intellectual  property  rights  —  and,  in  sone  instances,  market 
power  —  may  exist  with  respect  to  many  drugs.   These  special 
industry  ch»'-acteristics  must  be  factored  into  an  antitrust 
analysis. 

In  general,  where  market  factors  such  as  these  are  present, 
one  would  expect  buyers  and  sellers  to  develop  ways  to  reduce  any 
possible  adverse  competitive  consequences  that  result  from  those 
factors.   For  example,  as  therapies  have  become  more  complex,  the 
degree  of  specialization  in  the  practice  of  medicine  has 
increased.   Likewise,  physicians  are  increasingly  pooling 
information  regarding  appropriate  drug  therapies  and  costs 
through  HMO  and  hospital  formularies  —  i.e.,  lists  of 
bioequivalent  drugs  —  developed  by  committees  of  experts. 
Similarly,  managed  care  arrangements  are  generally  designed  to 
introduce  more  cost  consciousness  on  the  part  of  both  physicians 
and  patients.   Although  certain  drugs  may  not  currently  be 


■*  £fifi  Miller  and  Blum,  Phvsician  Awareness  of  Prescription 
Drug  Costs.  J.  Family  Practice  (Jan.  1992) . 

"  Office  of  Technology  Assessment,  Pharmaceutical  R&D: 
Costs.  Risks  and  Rewards  (1993). 
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subject  to  significant  price  competition,  there  may  be  vigorous 
competition  in  research  and  development  of  new  drug  substitutes. 

Changes  in  government  regulation  of  the  new  and  generic  drug 
approval  process  also  have  had  significant  effects  on  market 
conditions.   Drug  approval  regulation  has  been  reformed  with  the 
intent  to  increase  the  level  of  competition  between  off-patent 
drugs  and  generic  equivalents.   In  addition  to  providing  more 
effective  patent  protection,  one  goal  of  the  1984  Drug  Price 
Competition  and  Patent  Term  Restoration  Act  ("Patent  Term 
Restoration  Act")"  was  to  make  available  more  low-cost  generic 
drugs  by  establishing  a  new,  simplified  regulatory  review  process 
for  generics.   Generics  are,  in  many  cases,  gaining  market 
acceptance  and  reducing  the  average  cost  of  drug  therapies. 

Nonetheless,  concern  about  the  competitive  functioning  of 
some  pharmaceutical  markets  continues  to  be  heard.   For  example, 
some  commentators  have  expressed  concern  that,  even  after  generic 
entry,  some  brand  name  products  retain  a  significant  share  of  the 
market  at  prices  significantly  higher  than  the  competing 
generics.'*   Others  have  raised  concern  that  brand  name 
companies  have  entered  into  the  production  of  generics,  either 
through  acquisition  of  generic  companies  or  by  producing  their 
own  generic  products. 


"  P.L.  98-417,  98  Stat.  1585  (1984),  codified  at  35  U.S.C. 
S  156  (1988)  . 

"  Office  of  Technology  Assessment,  Pharmaceutical  R&D: 
Costs.  Risks  and  Rewards.  86-88  (1993);  Scherer,  supra  note  13  at 
100-02. 
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In  some  cases,  these  concerns  may  portend  antitrust  issues. 
The  following  is  a  brief  description  of  a  few  antitrust  issues 
related  to  the  ongoing  evolution  of  the  pharmaceutical 
marketplace.   As  the  discussion  will  demonstrate,  the  antitrust 
analysis  of  any  particular  transaction  or  exeunple  of  business 
conduct  is  highly  fact  specific.   Thus,  no  conclusions  about  the 
competitive  significance  of  any  specific  business  actions  can  or 
should  be  drawn  from  this  presentation. 
Entry  Into  Generics  bv  Brand  Name  Companies 

Generic  drugs  can  offer  an  important,  source  of  competition 
to  brand  name  drugs  in  many  drug  markets.   Other  things  being 
equal,  competition  in  a  drug  market  is  likely  to  improve  with  the 
entry  of  a  generic  firm  that  offers  a  product  comparable  to  that 
of  the  brand  name  firm  at  a  lower  price.   In  such  circumstances, 
consumers  are  likely  to  benefit  from  an  increase  in  total  output 
and  a  decline  in  average  prices.   Concern  has  been  expressed 
recently  about  the  entry  by  producers  of  brand  name  drugs  into 
generics,  either  through  the  accjuisition  of  generic  firms  or  by 
development  of  generic  equivalents  of  their  own  brand  name 
product . 

The  Commission  analyzes  the  legality  of  acquisitions, 
including  acquisitions  of  generic  drug  manufacturers  by  brand 
name  pharmaceutical  companies,  under  Section  7  of  the  Clayton 
Act.^  The  analytical  framework  employed  by  the  Commission  to 


*  15  U.S.C.  S  18  (1988).   Section  5  of  the  Federal  Trade 
Commission  Act,  15  U.S.C.  S  45  (1988),  may  be  applicable  as  well. 

(continued. . .) 
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determine  whether  to  challenge  acquisitions  is  set  forth  in  the 
case  law  and  in  the  1992  Horizontal  Merger  Guidelines.^'  The 
essential  question  is  whether  a  proposed  merger  is  likely 
substantially  to  lessen  competition  —  that  is,  whether  a  merger 
is  likely  to  create  or  enhance  market  power  or  to  facilitate  its 
exercise. 

To  answer  this  question,  the  relevant  product  and  geographic 
market  is  established^,  and  the  degree  to  which  (if  at  all)  the 
merger  would  increase  concentration  in  that  market  is  determined. 
The  Commission  examines  whether  entry  by  another  firm  would  be 
timely,  likely,  and  sufficient  either  to  deter  or  counteract  any 
anticompetitive  effects  and  whether  the  merger  likely  would 
increase  the  possibility  of  collusion  or  unilateral 
anticompetitive  conduct.   The  co. 'njsjsion  also  assesses  any 
efficiency  gains  from  the  merger  that  cannot  reasonably  be 
achieved  through  other  means,  and  whether,  absent  the  merger. 


*( . . .continued) 
See  The  Vons  Companies.  Inc..  5  Trade  Reg.  Rep.  (CCH)  t  23,200 
(1992) . 

^'  U.S.  Department  of  Justice  and  Federal  Trade  Commission, 
Horizontal  Merger  Guidelines.  4  Trade  Reg.  Rep.  (CCH)  \   13,104 
(1992) . 

"  Under  the  1992  Horizontal  Merger  Guidelines,  a  relevant 
market  is  defined  as  a  product  (or  group  of  products)  and  a 
geographic  area  in  which  the  product  is  sold  such  that  a 
hypothetical  monopolist  over  that  product  likely  would  impose  a 
"small  but  significant  and  nontransitory"  increase  in  price.  In 
essence,  this  definition  requires  examination  of  the  alternatives 
available  to  purchasers  of  the  products  (both  currently  and  in 
the  near-term  future) ,  and  whether  purchasers  could  switch  to 
those  alternatives  if  a  "small  but  significant  and  nontransitory" 
price  increase  were  imposed.   Horizontal  Merger  Guidelines. 
Section  1.0. 

14 


117 


either  party  to  the  transaction  would  be  likely  to  fail,  causing 
its  assets  to  exit  the  market. 

These  are  the  basic  analytical  tools  that  the  Commission 
would  use  to  assess  the  competitive  significance  of  an 
acquisition  of  a  generic  manufacturer  by  a  brand  name 
manufacturer.   Of  course,  the  determination  of  whether  there  is 
reason  to  believe  that  a  proposed  acquisition  violates  the 
antitrust  laws  involves  extensive  analysis  and  is  highly  fact 
specific.   Under  certain  market  conditions  —  for  example,  where 
there  are  low  levels  of  post-acquisition  market  concentration  and 
ease  of  entry  —  acquisitions  of  generic  companies  would  appear 
unlikely  to  cause  competitive  harm.   Acquisitions  under  such 
conditions  would  be  either  competitively  neutral  or  would 
actually  enhance  efficiency,  benefitting  consumers  through  lower 
prices,  better  service,  and  additional  product  innovations. 

Acquisitions  of  generic  companies  under  other  market 
conditions,  however,  could  increase  the  likelihood  of  overt  or 
tacit  collusion  or  monopolistic  practices.   In  particular 
circumstances,  such  acquisitions  could  result  in  a  substantial 
lessening  of  competition,  either  current  or  potential. 

For  horizontal  pharmaceutical  acquisitions,  the  Commission 
will  examine,  among  other  things,  whether  a  proposed  acquisition 
involves  generic  and  brand  name  drug  companies  that  are  direct 
competitors.   For  example,  if  a  generic  manufacturer  holds  FDA 
approvals  to  manufacture  and  sell  generic  equivalents  of  any 
branded  drugs  that  are  made  by  the  acquiring  company,  the 
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Commission  will  closely  scrutinize  the  proposed  transaction.^ 
Similar  scrutiny  would  be  warranted  where  a  branded  company 
proposed  to  acc[uire  a  generic  manufacturer  of  drugs  that  are 
therapeutically  similar  to  those  of  the  brand  name  manufacturer. 
Even  if  the  generic  company  is  not  a  direct  competitor,  an 
acquisition  may  raise  concern  if,  for  example,  the  generic 
manufacturer  appears  to  be  the  only  company  that  is  likely  soon 
to  enter  the  market  in  competition  with  a  brand  name  drug 
produced  by  the  brand  name  manufacturer."  The  possibility 
(either  rea"  ox  perceived)  that  new  competitors  might  enter 
concentrated  markets  if  they  remain  independent  may  induce 
existing  competitors  to  behave  competitively.   If  the  threat  of 
entry  is  eliminated  through  a  merger  between  a  likely  potential 
entrant  and  a  market  incumbent,  hicher  prices  or  reduced  output 
may  result  or  continue  unabated  in  certain  circumstances. 
Because  of  the  pro-competitive  benefits  of  potential  entrants 
poised  on  the  edges  of  markets,  the  Commission  has  recognized  and 
sought  to  preserve  competition  under  theories  of  "potential" 
competition."  As  noted  earlier,  the  alleged  loss  of  potential 


"    A  generic  product  may  not  be  chemically  identical  to 
the  branded  product  for  which  it  is  intended  to  substitute. 

"  Note,  however,  that  the  Commission  has  found  reason  to 
believe  that  a  manufacturer  may  be  a  source  of  potential 
competition  even  if  it  has  only  filed  for  or  begun  preparation  to 
file  for  FDA  approval  of  a  drug.   See  Roche  Holding  Ltd..  C-3315 
(1990) . 

"  The  Commission  has  analyzed  the  possible  harm  resulting 
from  the  loss  of  potential  competition  under  two  theories: 
"actual  potential  competition"  and  "perceived  potential 

(continued. . . ) 
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competition  was  one  of  the  problems  addressed  by  the  Commission's 
consent  order  in  Roche /Genentech. 

Another  important  factor  in  determining  the  competitive 
effects  of  any  proposed  acquisition  will  be  the  conditions  of 
entry.   The  Horizontal  Merger  Guidelines  posit  that  a  merger  is 
not  likely  to  create  or  enhance  market  power  if  entry  into  the 
market  is  so  easy  that  it  can  be  expected  to  deter  or  defeat  an 
attempt  to  maintain  prices  above  premerger  levels. **  The 
Guidelines  note  that,  to  have  such  an  effect,  entry  must  be 
timely,  likely,  and  sufficient.   The  Guidelines'  standard  for 
timeliness  of  entry  is  two  years  from  initial  planning  to 
significant  market  impact. 

The  relevant  factors  affecting  ease  of  entry  by  generics 
include  the  time  and  cost  necessary  for  drug  research, 
formulation,  and  manufacturing;  FDA  regulatory  approval;  and 
distribution  and  marketing  services.   Clearly,  the  time  and  cost 


"(...continued) 
competition."   "Actual  potential  competition"  theory  posits  that 
markets  that  may  not  be  behaving  in  a  competitive  manner  at 
present  would  become  more  competitive  through  the  impending  entry 
of  a  new  firm,  but  that  the  proposed  acquisition  would  merge  one 
of  the  most  likely  entrants.   "Perceived  potential  competition" 
theory  posits  that  competitors  may  be  constrained  from  engaging 
in  anticompetitive  behavior  solely  by  the  perceived  threat  of 
entry  by  a  non-participant,  and  that  the  removal  of  that  threat 
by  merger  with  an  incumbent  could  eliminate  that  constraint  and 
ease  pricing  pressure  on  existing  competitors.   See,  e.g. .  B.A.T. 
Industries .  Ltd . .  104  F.T.C.  852  (1984);  fifig  also  1984  Department 
of  Justice  Merger  Guidelines,  reprinted  in  4  Trade  Reg.  Rep. 
(CCH)  1  13,103  at  Section  4.1,  which  discusses  potential 
competition  theory  under  the  general  category  of  horizontal 
effects  from  non-horizontal  mergers. 

"  Horizontal  Merger  Guidelines,  supra  note  22,  Section  3.0. 
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required  ultimately  to  obtain  regulatory  approval  for  a  new 
generic  drug  will  play  an  important  role  in  the  antitrust 
analysis  of  a  merger.   Other  specific  questions  will  be  addressed 
to  matters  such  as  the  ease  of  access  to  active  ingredients,  the 
cost  and  time  necessary  to  develop  the  drug  and  to  build  and 
begin  operating  production  facilities,  and  the  cost  and  time 
necessary  to  fulfill  distribution  and  marketing  requirements, 
among  other  things. 

Even  if  brand  name  manufacturers  do  not  acquire  generic 
manufacturers,  firms  that  produce  a  patented  drug  may  enter  with 
their  own  generic  version  of  that  drug,  prior  to  patent 
expiration.   Firms  holding  patents  to  brand  name  drugs,  unlike 
generic  suppliers,  may  lawfully  produce  and  market  generic  forms 
of  their  own  drugs  prior  to  patent  expiration.   Concern  has  been 
raised  that  such  conduct  might  deter  entry  or  limit  price 
competition  from  other  generic  companies. 

In  some  cases,  the  production  of  new  generic  products  prior 
to  patent  expiration  may  well  be  procompetitive.   Under  certain 
circumstances,  generic  entry  during  this  time  period  could  expand 
product  variety,  increase  sales,  and  lower  average  price,  all  to 
the  benefit  of  consumers.   However,  the  Commission  would 
carefully  analyze  any  evidence  of  exclusionary  or  predatory 
conduct  that  may  impede  entry  by  generic  firms. 
Patent  Practices 

An  important  factor  in  pharmaceuticals  markets  is  the 
protection  for  intellectual  property  afforded  by  the  patent  laws. 
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The  successful  development  of  new  pharmaceutical  products 
involves  major  investments  in  research  and  development.   The 
Founding  Fathers  have  determined  that  the  patent  system 
stimulates  investments  in  technological  innovation,  and  that  it 
is  desirable  to  grant  exclusive  property  rights  to  inventions 
through  the  patent  system.''  Although  a  patent  confers  an 
exclusive  right,  this  does  not  invariably  translate  into  a 
monopoly  in  a  relevant  antitrust  market.   In  general,  a  patent 
confers  market  power  only  when  other  suppliers  cannot  offer 
substitutes  for  a  patented  product  tr.at  prevents  the  exercise  of 
market  power."  Thus,  competitive  concerns  may  be  raised  if  a 
patent  holder  attempts  to  expand  its  exclusive  right  beyond  its 
legal  bounds  in  order  to  create  or  extend  market  power  in  a 
relevant  antitrust  market."  Two  examples  of  practices  in  the 
pharmaceutical  area  that  may  raise  concerns  of  Impermissible 
extension  of  patent  rights  bear  highlighting:   tying  patented  and 
nonpa tented  drugs  together,  and  abuse  of  the  regulatory  or 
judicial  process. 


"  In  addition,  the  1984  Patent  Term  Restoration  Act  allows 
the  FDA  to  grant  a  certain  period  of  exclusivity,  regardless  of 
patent  status,  to  any  existing  product  for  which  an  additional 
New  Drug  Application  ("NDA")  or  supplemental  NDA  requiring  new 
clinical  research  is  approved  by  the  FDA. 

"  USM  Corp.  V.  SPS  Technologies.  Inc..  694  F.2d  505  (7th 
Cir.  1982),  cert,  denied.  462  U.S.  1107  (1983). 

»  Jefferson  Parish  Hosp.  District  No. 2  v.  Hvde.  466  U.S.  2, 
16  (1984). 
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Tying  Patented  and  Nonoatented  Products 

As  noted  earlier,  in  a  tying  arrangement,  a  seller  requires 
the  purchaser  of  a  product  or  service  (the  tying  product)  to  buy 
other  products  or  services  (the  tied  product)  as  a  condition  of 
purchasing  the  first. ^  Economic  theory  suggests  that  if  a 
monopolist  can  extract  the  monopoly  profits  through  the  sale  of 
the  tying  product  alone,  then  a  tying  arrangement  may  not  permit 
the  seller  to  extract  additional  monopoly  profits.   Indeed,  tying 
arrangements  may  promote  efficiency  and  lower  prices  by  allowing 
suppliers  to  attain  economies  in  manufacturing  or  distribution. 
For  example,  pharmaceutical  manufacturers  may  be  able  to  achieve 
distributional  efficiencies  by  bundling  groups  of  drugs  together. 
Tying  may  also  be  used  to  provide  incentives  for  customers  to  try 
new  or  innovative  products. 

Competitive  issues  may  arise  however,  where,  for  example,  a 
monopolist  uses  a  tying  arrangement  to  extend  its  monopoly  into 
an  adjacent  market.   A  pharmaceutical  manufacturer  may  tie  sales 
of  a  patented  product  (for  which  it  may  face  no  competition)  to 
sales  of  its  nonpatented  product.   For  example,  in  the  Sandoz 
matter  noted  earlier,  although  Sandoz  claimed  that  tying  was  an 
efficient  way  for  Sandoz  to  monitor  possible  adverse  effects  of 
its  product,  the  Commission  alleged  that  the  arrangement 
facilitated  the  extension  of  monopoly  power  from  one  market  to 
another,  with  a  concomitant  harm  to  consumers. 
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Difficult  questions  nay  be  raised  when  patented  and 
/lonpatented  drugs  are  not  explicitly  tied,  but  are  offered  in  a 
bundled  package.   If  the  bundled  package  provides  favorable 
pricing  terms,  such  discounts  may  be  procompetitive.  However,  a 
pricing  scheme  also  may  raise  questions  about  whether  the  patent 
holder  is  attempting  to  leverage  its  patent  right  into 
competitive  markets  for  the  nonpatented  drugs. 

Abuse  of  Recrulatorv  or  Judicial  Process 

Judicial  and  regulatory  proceedings  can  be  the  principal 
hurdles  faced  by  new  entrants  into  pharmaceutical  markets, 
whether  because  of  rivals'  intellectual  property  claims  or  the 
need  for  regulatory  approval  of  a  new  product.   A  patent  holder 
may  legitimately  seek  to  block  new  entry  into  a  market  through 
patent  infringement  litigation  or  intervention  in  the  regulatory 
process.   If,  however,  the  litigation  or  regulatory  intervention 
is  objectively  baseless  — .for  example,  because  it  baselessly 
claims  an  objectively  greater  patent  coverage  than  warranted  by 
the  patent  itself  —  antitrust  concerns  may  be  raised." 

Although  participating  in  the  regulatory  or  judicial  process 
is  often  protected  from  antitrust  scrutiny  by  the  Noerr- 
Penninaton  doctrine,"  the  Supreme  Court  has  made  clear  that 


"  Professional  Real  Estate  Investors.  Inc.  v.  Columbia 
Pictures  Indus.  Inc..  113  S.  Ct.  1920,  1928  (1993);  figfi  fllfifi 
Robert  H.  Bork,  The  Antitrust  Paradox  354  (1978).   S££,  fij^L., 
Handaards.  Inc.  v.  Ethlcon.  Inc..  743  F.2d  1282  (9th  Cir.  1984). 

"   Eastern  Railroad  Presidents  Conference  v.  Woerr  Motor 
Freight.  Inc..  365  U.S.  127  (1961);  United  Mine  Workers  v. 
Pennington .  381  U.S.  657  (1965).   The  Noerr-Pennington  doctrine 

(continued. . .) 
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where  one  uses  "the  governmental  process  —  as  opposed  to  the 
outcome  of  that  process  —  as  an  anticompetitive  weapon,"  the 
protection  of  the  Noerr  doctrine  may  not  apply."   As  an 
example,  the  Supreme  Court  identified  as  unprotected  conduct  "the 
filing  of  frivolous  objections  to  the  license  application  of  a 
competitor"  with  no  real  expectation  of  achieving  denial  of  the 
license  "in  order  to  impose  expense  and  delay. "**  In  one  matter, 
outside  the  pharmaceutical  industry,  the  Commission  issued  a 
consent  order  to  prevent  a  dominant  firm  that  allegedly  pursued  a 
"deliberate  course  of  action  to  abuse  the  judicial  process"  with 
the  intent  "primarily  to  delay  or  prevent"  competition,  from 
engaging  in  further  sham  conduct. '' 

In  sum,  where  competitors  engage  in  "objectively  meritless 
litigation"  simply  to  impose  delay  and  expense  on  potential  new 
entrants,'*  competitive  concerns  may  be  raised.   The  Commission 
will  continue  to  be  vigilant  in  identifying  circumstances  where 
competitors  may  improperly  use  the  regulatory  or  judicial  process 


^{. . .continued) 
provides  First  Amendment  protection  for  petitioning  the 
Government  and  seeking  redress  through  the  judicial  process. 

"  Professional  Real  Estate  Investors.  113  S.  Ct.  at  1928 
(quoting  Columbia  v.  Omni  Outdoor  Advertising.  Inc..  Ill  S.  Ct. 
1344,  1354  (1991). 

**  Columbia  v.  Omni  Outdoor  Advertising.  Inc..  Ill  S.  Ct.  at 
1354. 

"  Amerco.  109  F.T.C.  135,  137-39  (1987). 

'*  Professional  Real  Estate  Investors.  113  S.  Ct.  at  1928. 
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to  keep  consumers  from  receiving  the  benefits  of  a  competitive 

market . 

conclusion 

As  the  pharmaceutical  industry  evolves,  vigorous  and  prudent 
antitrust  enforcement  will  continue  to  be  necessary  to  ensure 
that  consumers  receive  the  benefits  of  pharmaceutical 
competition.   Thank  you  for  giving  me  the  opportunity  to  appear 
before  you  today.   I  would  be  happy  to  answer  any  questions. 
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The  Chairman.  Thank  you  very  much,  Mr.  Whitener. 
Mr.  Katz,  thank  you  very  much  for  being  here. 

STATEMENT  OF  MORTON  H.  KATZ,  VICE  PRESIDENT,  CLAY- 
PARK  LABORATORIES,  BRONX,  NY,  AND  CHAIRMAN  OF  THE 
BOARD;  ACCOMPANIED  BY  ROBERT  MILANESE,  PRESIDENT, 
NATIONAL  ASSOCIATION  OF  PHARMACEUTICAL  MANUFAC- 
TURERS,  NEW  YORK,  NY,  AND  JIM  RUBIN,  LEGISLATIVE 
COUNSEL,  NATIONAL  ASSOCIATION  OF  PHMIMACEUTICAL 
MANUFACTURERS,  NEW  YORK,  NY  ^ 

Mr.  Katz.  Thank  you,  Mr.  Chairman  and  Senator  Cohen. 

The  NAPM  is  the  largest  U.S.  trade  association  representing  the 
generic  pharmaceutical  manufacturers.  Our  organization  appre- 
ciates all  your  efforts  in  protecting  the  viability  of  our  industry. 

We  are  philosophically  against  price  controls,  as  we  believe  sin- 
cerely generics  are  the  essence  of  pharmaceutical  cost  containment. 
Increased  availability  and  use  of  low-cost,  high-quality  generics  is 
a  necessary  element  in  any  health  care  program.  If  independent 
generics  were  forced  out  of  the  market,  there  would  no  longer  be 
a  reason  for  the  innovators  and  the  captive  generics  to  keep  prices 
competitive. 

Mr.  Chairman,  the  viabiUty  of  an  independent  generic  industry 
is  being  threatened.  That  threat  comes  in  many  different  ways. 
They  are  primarily  market  entry  constraints,  the  imavailability  of 
bulk  pharmaceutical  chemicals,  and  imdue  economic  burdens. 

Innovative  companies  have  begun  to  protect  their  market  control 
by  introducing  generic  versions  of  their  own  patented  products 
prior  to  patent  expiration.  Filling  the  pipelines  of  distributors  in 
this  manner  enables  the  innovator  to  succeed  in  obstructing  tradi- 
tional generic  competition. 

In  addition,  generic  manufacturers  must  decide  today  whether  to 
risk  resources  and  investments  on  products  that  will  be  marketed 
by  affiliates  of  the  innovator  company  before  patent  expiration 
years  down  the  road.  This  obstacle  will  prevent  many  of  us  from 
entering  these  markets.  The  short-term  price  benefit  to  the 
consumer  of  such  a  policy  will  inevitably  be  negated  over  the  long- 
term  by  the  absence  of  an  independent  generic  competition. 

We  appreciate  that  Congress  has  awarded  statutory  monopolies 
for  patented  inventions.  But  this  should  not  be  a  license  to  promote 
post-patent  market  barriers.  We  are  looking  for  an  even  playing 
field.  We  suggest  for  your  consideration  that  when  an  innovator 
makes  a  product  available  before  patent  expiration  he  be  required 
to  offer  a  similar  opportiuiity  to  all  interested  parties. 

This  hearing  gives  us  an  opportimity  to  bring  to  your  attention 
a  situation  which  could  seriously  jeopardize  the  ability  of  the  U.S. 
generic  drug  industry  to  bring  products  to  market  in  a  timely  man- 
ner. 

Pre-patent  expiration  use  by  generics  is  allowed  under  the  Wax- 
man-Hatch  Act  in  order  to  expedite  generic  competition  as  soon  as 
possible  after  patent  expiration.  But  recent  patent  activities  in  Eu- 
rope have  made  it  questionable  whether  we  can  continue  to  obtain 
chemicals  for  developmental  work  prior  to  patent  expiration.  This 
becomes  critical  since  for  various  reasons  a  large  percent  of  generic 
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active  ingredients  must  be  purchased  abroad  and  thus  can  add  a 
3  to  6-year  delay  in  the  entry  of  a  generic  finished  product. 

Unfortunately,  Mr.  Chairman  and  Senator  Cohen,  these  changes 
in  European  patent  law  were  made  at  the  encouragement  of  the 
two  previous  administrations,  as  represented  by  the  USTR,  in  an 
attempt  to  more  closely  harmonize  our  two  patent  systems  and  fur- 
ther protect  multinational  pharmaceutical  company  intellectual 
properties.  And  at  the  clear  urging  of  those  same  companies,  the 
USTR  was,  we  beUeve,  misguided  and  ill-advised  in  not  securing 
protection  for  the  U.S.  generic  industry. 

At  your  urging  and  good  counsel,  we  have  been  working  with  offi- 
cials at  the  USTR  to  try  to  address  this  problem. 

And  in  contrast  to  the  prior  USTR,  we  are  being  given  audience. 
We  have  requested  that  USTR  adopt  the  policy  to  convince  our 
trading  partners  to  include  in  the  patent  laws  an  exemption  to 
allow  their  bulk  pharmaceutical  chemical  manufacturers  to  provide 
development  quantities  for  use  in  a  country  such  as  the  United 
States  where  the  country  has  a  Bolar-type  exemption  in  their  pat- 
ent laws. 

Without  an  independent  generic  industry,  who  will  speak  for 
drug  cost  containment  and  adffordable  medication  for  the  American 
people?  For  that  matter,  how  will  generic  subsidiaries  of  innovative 
companies  be  able  to  pursue  the  legal  and  legislative  objectives 
necessary  to  the  generic  industry  in  direct  opposition  to  their  inno- 
vative parent  companies? 

I  would  like  to  take  this  opportunity  to  address  Mr.  Wyatt's  com- 
ment that  he  has  seen  price  competition  from  innovative  generic 
companies.  Based  upon  a  recent  conversation  with  him,  I  am  con- 
fident that  he  would  agree  that  the  competition  would  not  be  avail- 
able to  him  if  there  were  not  an  independent  generic  industry  as 
a  marketing  force. 

Thank  you,  Mr.  Chairman  and  Senator  Cohen.  This  concludes 
my  presentation.  My  associates  and  I  will  be  happy  to  answer  any 
questions. 

[The  prepared  statement  of  Mr.  Katz  follows:] 
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National  Association  of  Pharmaceutical  Manufacturers 

747  Third  Avenue.  New  Yoik,  New  York  10017     •     1212)8380720 


Statement 

of  the 

NATIONAL  ASSOCIATION  OF 
PHARMACEUTICAL  MANUFACTURERS 

By:  Morton  H.  Katz,  Chairman  of  the  Board 

Mr.  Chairman: 

My  name  is  Morton  H.  Katz.  I  am  vice  president  of  Qay-Park  Labs  Inc.  and  I 
am  here  in  my  capacity  as  chairman  of  the  National  Association  of 
Pharmaceutical  Manufacturers  (NAPM).  NAPM  is  the  largest  trade 
orgaiuzation  in  the  U.S.  representing  generic  pharmaceutical  manufacturers, 
distributors,  and  their  suppliers.  Our  membership  is  comprised  of  both  large 
and  small  generic  firms,  and  is  the  voice  speaking  on  behalf  of  an 
independent  generic  pharmaceutical  industry.  We  are  attaching  our  mission 
statement  and  our  statement  in  support  of  universal  medical  care  for  your 
information. 

NAPM  is  grateful  for  this  opportunity  to  appear  before  this  Committee.  I  am 
accompanied  today  by  our  president,  Robert  S.  Milanese,  and  our  legislative 
counsel,  James  S.  Rubin. 

Mr.  Chairman,  let  me  start  by  expressing  our  appreciation  for  your  efforts  to 
protect  the  viability  of  the  generic  industry.  We  share  with  you  and  your 
colleagues  an  understanding  that  drug  cost-containment  is  essential. 
Generics  are  the  backbone  of  pharmaceutical  cost-containment.  We  are 
convinced  that  increased  availability  and  use  of  low-cost,  high  quality 
generics  should  be  a  major  component  in  any  program  that  advocates  cost- 
containment.  We  are  cost-containment.  This  industry  has  been  comprised 
principally  of  classical,  indep>endent  generic  manufacturers  and  distributors. 
The  independent  generic  manufactiirer  is  at  the  very  heart  of  providing  low- 
cost  generics.  Without  that  competition,  generic  drug  prices  would  not  have 
achieved  the  affordability  that  is  offered  today  and,  without  that  competition, 
cost-containment  programs  will  not  succeed  in  the  future. 
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NAPM  believes  it  is  appropriate  to  share  this  forum  with  PMA.  There  is 
room,  and  indeed  a  need,  for  both  industries:  If  PMA  members  did  not 
undertake  the  research  and  development  necessary  for  new  drug  products, 
this  nation's  health  would  be  in  great  jeopardy.  We  agree  with,  and  heartily 
endorse,  their  right  to  make  a  reasonable  return  on  their  investment  and  we 
are  opposed  to  legislated  price  controls.  However,  we  disagree  with,  and 
wholeheartedly  oppose,  any  attempt  by  holders  of  legal  monopolies  to 
prevent  legitimate  generic  competition  after  the  legal  right  to  do  so  has 
expired. 

We  believe  that  it  is  important  that  this  Committee  and  the  public  be  assured 
that  prof)er  procedures  are  in  place  to  provide  safe  and  effective  generic  drug 
products.  The  quality  of  generic  drugs  is  regulated  by  the  FDA  which  applies 
the  same  rules  for  manufacturing  generic  drugs  that  it  does  for  innovator 
drugs.  Generic  manufactxirers  must  demonstrate  to  the  FDA  that  the  dosage 
form  of  the  generic  drug  is  safe  and  effective  and  has  the  same  therajseutic 
effect  as  the  innovator  product. 

You  have  asked  us  to  comment  on  the  short-term  and  long-term 
consequences  for  generic  price  competition  as  a  result  of  the  present  market 
dynamics.  Specifically,  what  is  the  likely  impact  on  entry  prices  of  generic 
drugs  if  there  are  fewer  and  fewer  independent  drug  firms? 

SHORT-TERM  IMPACT 

Considering  the  dramatic  changes  currently  sweeping  the  pharmaceutical 
industry,  it  is  not  difficult  to  see  the  short-term  consequences  of  an  industry 
donunated  by  innovator  pharmaceutical  companies.  It  would  appear  that  the 
consumer  in  the  short-term  will  derive  a  price  benefit  by  the  premature 
marketing  of  a  generic  version,  but  at  what  cost?  The  short-term  minimal 
savings  afforded  by  the  recent  proliferation  of  innovator  generic  affiliates  into 
the  generic  industry,  ultimately,  will  be  offset  by  the  long-term  destruction  of 
a  competitive,  independent  generic  industry-that  same  independent  generic 
industry  that  traditionally  has  been,  and  hojjefully,  in  the  future  will  be, 
responsible  for  a  truly  significant  lowering  of  drug  costs. 

LONG-TERM  IMPACT 

Long-term  consequences  of  innovator  companies'  dominating  the  generic 
industry  are  not  difficult  to  see  either.  These  firms  are  already  employing  a 
number  of  strategies  to  capture  and  to  maintain  control  of  the  market.  The 
long-term  consequences  will  be:  higher  pharmaceutical  prices  for  the 
American  consumer. 
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Market  Control  Strategies 

•Pre-Patent  Expiration  Entry  -  Innovator  companies  will  protect  their  market 
control,  prior  to  patent  expirations,  by  using  their  newly  formed  or 
newly  acquired  corporate  afBliates  to  dominate  the  generic  market  with  their 
own  generic  products,  or  by  making  contractual  arrangements  with  favored 
allies,  before  their  innovator  products  lose  patent  protection.  Moreover,  the 
innovator  Arms'  relatively  new  practice  of  early  entry  into  the  potential 
generic  market  caused  by  the  future  patent  loss  of  their  products  will  inhibit 
further  entry  into  the  nurket  by  small  indep>endent  companies.  Independent 
generic  firms  must  make  decisions  today  about  generic  products  which  can 
only  be  introduced  well  into  the  futitfe.  Every  independent  generic  firm 
must  dedde  whether  to  risk  substantial  investments  (in  relation  to  their 
income)  and  years  of  effort  to  develop  an  abbreviated  new  drug  application 
(ANDA)  and  introduce  that  generic  product  into  a  market  already  controlled, 
prior  to  patent  expiration,  by  a  fully  distributed  innovator  company's  generic 
version.  Without  competition  from  independent  generic  companies,  generic 
drug  prices  will  not  achieve  the  affordability  offered  today.  This  will  occur  if 
there  is  domination  of  the  generic  market  by  innovator  companies;  and  long- 
term  cost-containment  will  not  be  achieved  and  cost-containment  programs 
will  not  succeed. 

We  very  much  appreciate  the  fact  that  Congress  has  awarded  statutory 
monopolies  for  patented  inventions.  However,  we  contend  that  this  should 
not  be  allowed  to  include  unfair  practices  that,  we  feel,  have  significant  long- 
term  harmful  effects  on  our  industry  and  on  the  American  public. 

We  are  not  necessarily  suggesting  that  the  generic  industry  be  given  the  right 
to  compulsory  licensing  (with  appropriate  royalties)  of  pharmaceutical 
patents,  <dthough  that  idea,  we  suggest,  does  present  certain  public  policy 
advantages.  However,  at  least,  we  would  like  an  even  playing  field.  Thus,  we 
submit  for  your  consideration  the  proposition  that: 

Piior  to  entry  in  the  market  of  a  generic  veision  by  the  patent  holdei 
or  by  a  licensee  of  the  patent  holder,  prior  to  expiration  of  statutory 
monopoly,  a  similar  opportunity  should  be  offered  to  others. 

If  you  feel  that  this  has  some  merit,  we  would  be  happy  to  work  with  your 
staff  OR  appropriate  draft  language. 
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•  Restricting  Access  To  Bulk  Pharmaceutical  Chemicals  (BPC's)-We  appreciate 
the  fact  that  this  hearing  gives  us  an  opportunity  to  bring  to  your  colleagues' 
attention  a  situation  which  could  seriously  jeopardize  the  ability  of  the  U.  S. 
generic  drug  industry  to  bring  products  to  market  in  a  timely  manner. 
Obviously,   anything   that  unnecessarily   delays   (or   precludes)   generic 
competition  will  have  negative  ramifications  on  health  cost  containment 
efforts  and  on  the  ability  of  the  poor  and  elderly  to  obtain  effective  drugs  at 
reasonable  costs.    As  you  will  recall,  one  of  the  impwrtant  elements  of  the 
compromise  which  led  to  the  enactment  of  the  1984  Waxman-Hatch  Act  was 
the  so-called  Bolar  Amendment  [35  USC  271  (e)  (1)],  which  allows  generics  to 
obtain  and  test  patented  products  prior  to  patent  expiration  in  order  to 
prepare  FDA  filings  for  market  entry  immediately  upon  the  patent's 
expiration.    If,  as  Congress  was  aware  when  they  passed  the  Waxm<m-Hatch 
Act,  generics  were  required  to  postpone  testing  imtil  the  patents  expired,  it 
would  delay  entry  and,  as  pointed  out  in  House  Report  98-957,  Part  1, 
page  46...  "would  extend  the  patent  owner's  commercial  exclusivity  beyond 
the  patent  expiration  date."  The  report  continues:      "The  Constitution 
empowers  Congress  to  grant  exclusive  rights  to  an  inventor  for  a  limited 
time.  That  limited  time  should  be  a  definite  time  and,  thereafter  immediate 
competition  should  be  encouraged.   For  that  reason,  the  bill  permits  the  filing 
of  abbreviated  new  drug  applications  before  a  patent  expires  and  contemplates 
that  the  effective  approval  date  would  be  the  expiration  date  of  the  valid 
patent  covering  the  original  product.   Other  sections  f)ermit  extensions  of  the 
term  of  a  patent  for  a  definite  time  provided  certain  conditions  are  met. 
There  should  be  no  other  direct  or  indirect  method  of  extending  patent  life." 
[Emphasis  added] 

Since,  for  various  availability  reasons,  a  large  percentage  (up  to  80%)  of 
generic  active  ingredients  must  be  purchased  abroad,  recent  patent  changes  in 
the  European  Community  have  direct  impact  on  the  US  generic  industry. 
Based  upon  conversations  we  have  had  with  a  number  of  Eurojjean  patent 
experts,  we  understand  that,  in  addition  to  providing  a  20  year  monopoly 
from  date  of  application  (compared  to  a  US  grant  of  17  years  from  Patent 
Office  approval),  European  suppliers  will  be  unable  to  manufacture  and 
supply  research  quantities  to  the  US  generic  industry  until  their  patents 
expire  (although  there  is  an  exception  to  allow  them  to  conduct  their  own 
limited  experiments).  This  is  accentuated  since  the  FDA  requires  drug  master 
files  (DMF's)  necessary  for  ANDA  filings  to  be  based  upon  use  of  the  actual 
commercial  manufacturing  process. 
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To  further  explain  the  critical  nature  of  this  delay,  it  is  only  after  a  generic 
manufacturer  has  obtained  active  ingredient  that  it  can  begin  the  time- 
consuming  steps  of  formulating,  conducting  stability,  and  meeting  FDA's 
bioequivalence  requirements  prior  to  filing  its  ANDA.  Add  to  that  the  time 
required  for  FDA  review  and  you  can  imderstand  why  we  believe  that  this 
situation  could  delay  generic  entry  for  3-6  years  beyond  US  patent  expiration, 
since,  presently,  all  of  those  steps  (including  FDA  review)  are  normally 
performed  prior  to  patent  expiration.  Such  a  delay  might  even  lead  to  non- 
entry  of  otherwise  marginally-profitable  generic  products.  This  entire 
scenario,  it  seems  to  us,  just  gives  more  time  for  the  high-priced  name  brands 
to  continue  their  monopolies  and  high  prices. 

Unfortvmately,  Mr.  Chairman,  these  changes  in  European  Patent  Law  were 
made  at  the  encouragement  of  our  two  previous  Administrations  as 
represented  by  the  USTR.  In  an  attempt  to  more  closely  harmonize  our  two 
patent  systems  and  further  protect  multi-national  pharmaceutical  company 
intellectual  properties,  and  at  the  clear  urging  of  those  multi-national 
companies,  the  USTR  was,  we  believe,  misguided  and  ill-advised  in  not 
securing  protection  for  the  US  generic  industry.  The  result  of  this  is  that  the 
innovator  companies,  which  lost  in  their  opposition  to  inclusion  of  the  Bolar 
Amendment  in  Waxman-Hatch,  have,  in  conjunction  with  the  USTR,  found 
a  way  to  vitiate  that  Amendment  and  perpetuate  their  monopolies  beyond 
patent  expiration. 

We  know  that  you  are  aware  of  this  serious  threat,  and  we  appreciate  the 
efforts  that  you  have  been  making  to  address  the  problem.  We  are  pleased  to 
say  that  this  Administration  appears  to  be  more  concerned  than  its 
predecessors  in  the  need  for  a  viable  indejjendent  generic  drug  industry.  At 
your  urging  and  good  counsel,  we  have  been  working  with  officials  at  the 
USTR  to  try  to  address  this  problem;  and,  in  contrast  to  the  prior  USTR  we  are 
being  given  an  audience.  In  fact,  for  the  first  time  that  we  can  remember,  the 
USTR  is  considering  a  representative  from  our  organization  to  serve  on  their 
Intellectual  Property  Advisory  Committee  (And  this  is  also  at  your  urging). 
We  have  requested  that: 

USTR  adopt  a  policy  to  convince  ottr  trading  partners  to  include  in 
their  patent  laws  an  exemption  to  allow  their  bulk  pharmaceutical 
chemical  producers  to  manufactiue  and  provide  those  chemicals  for 
use  in  a  country  (such  as  the  USA)  where  that  country  has  a  Bolai-type 
exemption  to  their  patent  laws. 
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If  we  cannot  obtain  the  chemicals  necessary  to  make  a  product  in  a  timely 
manner,  the  rest  of  our  testimony  becomes  moot.  I  agree  with  Chris  Sizemore, 
executive  director  of  the  National  Pharmaceutical  Alliance,  who  recently  stated 
that,  "The  European  Patent  situation  poses  a  serious  threat  to  the  vitality  and 
viability  of  a  competitive  US  pharmaceutical  industry."  And,  this  nation  will  be 
left  to  the  pricing  whims  of  the  innovator  multi-national  drug  industry— an 
industry  whose  pricing  strategies  a  recent  OTA  report  illustrates-that  industry 
thumbs  its  nose  at  the  public  by  raising  its  prices  in  anticipation  of  lost  market 
share  when  its  patents  are  about  to  expire,  rather  than  lowering  its  prices  and 
competing.  Your  office  has  already  played  a  pivotal  role  in  getting  the 
Administration  to  face  this  problem.  But  the  opposition  is  strong,  and  the 
situation  appears  to  be  exacerbated  by  the  reticence  within  the  USTR  by  some  who 
were  responsible  for  the  former  policy.  We  hope  that  your  colleagues  wiU  join 
you  in  helping  us  keep  the  pressure  on  and  try  to  secure  some  relief. 

•  Acquisitions  and  Establishment  of  Generic  Divisions  by  Innovator 
Companies  -  It  is  no  secret  that  as  part  of  the  evolution  of  the  pharmaceutical 
industry  there  has  been  a  recent  blurring  of  the  iimovator  and  generic 
segments.  Within  a  short  period  of  time,  we  have  seen  the  creation  of 
strategic  alliances  between  innovator  and  generic  firms  and  acquisitions  of 
both  sn\all  and  large  generic  firms  by  innovator  firms. 

In  addition,  there  is  an  accelerating  trend  toward  innovator  firms  establishing 
their  ovwi  generic  operations.  This  activity  will  further  reduce  the  number  of 
independent  generic  firms. 

In  1993  alone,  Merck  &  Co.  aimounced  that  it  has  established  a  new  division. 
West  Point  Pharma,  as  its  generic  arm  to  market  Merck  products  that  have 
lost  patent  protection.  Shortly  thereafter,  Marion  Merrell  Dow  announced 
the  acquisition  of  Rugby  Laboratories,  the  largest  generic  company  and  the 
second  largest  prescription  volume  company  according  to  IMS,  but  first 
according  to  Walsh  America;  Rhone-Poulenc  Rorer  introduced  Areola,  its 
generic  division;  Sandoz,  its  Creighton  generic  branch;  Schering-Plough 
announced  Warrick;  Syntex,  Hamilton;  Upjohn,  Greenstone;  and  Wyeth- 
Ayerst,  ESI.  Not  to  be  outdone,  Hoechst-Celanese  is  pursuing  an  agreement 
to  obtain  controlling  interest  of  Copley.  There  is  great  speculation  that 
several  additional  acquisitions  will  be  announced  relatively  soon.  A  table  of 
iimovator  -  owned  manufacturers  follows: 
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rsTMnVAXnH  OWNERSHII'  of  GENERIC  MANUFACTURERS 

INNOVATOR  COMPANY  GENERIC  COMPANY 

American  Cyanamid  Lederie  Labs 

American  Home  Products  EUdns  Sinn 

Boehringer  Ingeiheim  RoxaneLabs 

Boots  Pharmaceutical  Boots  Labs 

Bristol-Myers  Squibb  Apotheoon 

Oba-Geigy  Group  Geneva  Phannaceutical 

Hoechst-Celanese  Copley 

IV  AX  Goldline 

Marion  Merrell  Dow  Rugby  Daiby  Group,  Lakeside 

Merck  West  Point  Pharma 

Rhone-Poulenc  Rorer  Areola 

Sandoz  Creighton 

Schering-Plough  Warrick 

Syntex  Hamilton  Pharma 


Upjohn 


Greenstone 


Warner-Lambert  Wamer-Chilcott 

Wyeth-Ayerst  ESI  Pharma 

Zeneca  IPR  Pharma 


Let  me  underscore  that  the  independent  generic  industry  does  not  object  to 
open  competition,  including  the  right  to  establish  and/or  acquire  other 
companies  legally.  We  do,  however,  object  to  unfair  competitive 
practices-specifically  those  unfair  practices  that  ultimately  will  adversely 
affect  the  prices  paid  by  the  American  public. 

This  is  a  difficult  issue,  and  we  are  not  prepared  to  request  Congressional 
intervention.    Nor  are  we  prepared  to  suggest  that  this  activity  violates  any 
US  antitrust  laws.    That  is  an  issue  for  some  of  your  other  witnesses  to 
address. 

OTHER  LONG-TERM  IMPACT 

•Economic  Viability  -  Rebates  -  While  health  care  costs  have  become  a  major 
national  concern,  the  generic  drug  industry  is  ensuring  the  availability  of 
low-cost,  high  quality  prescription  drugs  to  consumers  and  government 
programs.  In  fact,  the  use  of  generic  drugs  is  one  of  the  only  proven  means  of 
health  care  cost-containment.  But  a  federal  rebate  program  which  reqxiires 
generic  drug  manufacturers  to  pay  rebates  for  products  covered  by  Medicaid  is 
a  serious  threat  to  our  industry.  Unfortimately,  the  Medicaid  Rebate  Law  has 
already  had  a  destabilizing  effect  to  some  generic  companies  who  operate  vn\h 
the  lowest  net  profits  and  may,  in  fact,  drive  competitively  priced  generics 
from  the  market. 
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A  study  by  a  nationally-recognized  expert.  Dr.  Stephen  Schondelmeyer  of  the 
University  of  Minnesota,  also  included  this  sobering  conclusion:  Generic 
firms  lost  almost  31  percent  of  their  net  income  due  to  Medicaid  rebates  — 
from  a  2.97  percent  net  profit  to  a  2.05  percent  net  profit.  Dr.  Schondelmeyer 
also  learned  that  the  basic  rebate  had  a  substantially  greater  impact  on  the 
profits  of  generic  firms  than  it  did  ujjon  the  profits  of  brand  firms. 

Mr.  Chairman,  the  generic  industry  knows  that  you  imderstand  the  fact  that 
we  are  price  competitive  and  work  on  relatively  narrow  margins.  We  should 
not  be  subject  to  rebates  —  they  seriously  jeopardize  our  economic  viability, 
and  therefore,  our  capability  to  compete.  We  appreciate  the  efforts  that  you 
have  made  to  make  your  colleagues  aware  of  that  situation,  and  are  pleased 
that  so  far  you  have  been  able  to  persuade  the  Administration  that  Medicare 
rebates  should  not  be  applicable  to  us.  We  are  not  the  problem  with  cost 
contaiiunent;  we  are  the  solution. 

State  Rebates  and  User  Fees 

We  are  also  concerned  with  rebate  activities  by  the  individual  States.  Many  of 
them  do  not  seem  to  appreciate,  as  you  do,  the  positive  role  that  our  products 
play  and  the  threat  to  our  being  able  to  continue  to  serve  that  role  as  they 
continue  to  add  rebates  upon  rebates.  In  addition,  we  continue  in  our 
opposition  to  FDA  user  fees  on  generic  products  because  any  incremental 
benefit  from  these  fees  will  be  outweighed  by  the  negative  impact  on  the 
already  low  profitability  of  generic  firms. 

Conclusion 

Finally,  who  will  speak  in  the  future  on  behalf  of  the  generic  industry;  who 
will  speak  in  support  of  active  generic  competition  to  both  innovator  and 
generic  products;  who  will  carry  on  the  fight  to  increase  the  availability  and 
use  of  low-cost,  high-quality  generic  alternatives?  How  will  generic 
subsidiaries  of  innovator  companies  be  able  to  pursue  legal  and  legislative 
objectives  in  direct  opf>osition  to  their  iimovator  parent  companies? 
Without  an  independent  generic  industry,  who  will  speak  for  drug  cost- 
containment  and  affordable  medication  for  the  American  public? 

ThaiUc  you,  Mr.  Chairman.  This  concludes  my  presentation.  My  associates 
and  I  will  be  happy  to  answer  any  questions. 
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ATTACHMENT  A 

NAPM 
MISSION  STATEMENT  &  VISION  FOR  THE  21st  CENTURY 


The  mission  of  NAPM  is: 

•  to  be  pro-active  in  addressing  all  matters  affecting 
the  generic  pharmaceutical  industry; 

•  to  serve  as  a  united,  concentrated,  well-orchestrated  advocate 
for  the  industry; 

•  to  represent  its  collective  membership  (generic  drug 
manufactiirers,  distributors,  research  laboratories  and  suppliers) 
on  all  issues  affecting  the  industry; 

•  to  provide  a  vehicle  for  the  membership  to  develop  a  dialogue 
and  an  exchange  of  information  with  FDA,  other  governmental 
agehdes  and  health  organizations,  members  of  Congress, 

the  press  and  the  general  public; 

•  to  communicate  relevant,  updated  information  gleaned  from 
the  above  dialogue  to  the  membership  via  educational 
seminars,  direct  mailings  and  other  appropriate  channels. 


NAPM's  vision  for  the  21st  century  is: 

•  to  continue  to  be  the  most  credible  association  of  generic  drug 

manufacturers  whose  charter  is  to  provide  the  information 
and  take  action  necessary  to  aid  its  members  in  offering  the 
public  safe  and  effective  drugs  at  the  lowest  possible  price. 
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ATTACHMENT  B 

NAPM  PRINOPLES  FOR  HEALTH  CARE  REFORM 

Generic  drugs  provide  a  safe  and  effective  low-cost  alternative  to  the  higher- 
priced  Name  Brand  drugs.  Increased  use  of  generic  drugs,  therefore,  should 
be  encouraged  and  the  economic  viability  of  the  US  generic  industry  should 
be  protected.  The  generic  pharmaceutical  industry  urges  that  any  Health 
Policy  contain  and  consider  the  following  principles: 

1.  Health  care,  including  pharmaceutical  drugs,  should  be  available  to 
all  Americans.  Because  of  the  cost-effectiveness  of  pharmaceuticals. 
Medicare  should  be  expanded  to  include  outpatient  prescription  drugs. 

2.  A  National  Multi-Source  Open  Formulary  should  be  established. 

a)  There  should  be  inclusion  of  each  manufactvirer's  multi-source 

product  to  ensure  continuing  price  competition. 

b)  To  be  cost-effective  reimbursement  should  be  capped  at  a 

Federal  Upper  Limit  (such  as  median  AW?)  for  each  drug 
entity.    Consumers  would  still  be  able  to  choose  brand-name 
drugs,  but  would  have  to  pay  the  difference  between  FUL  and 
actual  price. 


The  generic  industry  is  already  cost-competitive  and  should  not  be 
burdened  with  rebates  similar  to  the  high  priced  innovator  products. 


(Pre-Emption)  States  should  not  be  allowed  to  tax  generic  usage  or 
establish  Formularies  contrary  to  the  National  Multi-Source 
Formulary  (above). 


The  Patent  Laws  and  Food  and  Drug  Regulations  should  not  be 
changed  (under  the  guise  of  harmonization)  to  make  it  more 
difficult  or  lengthen  the  period  it  takes  for  generic  market  entry. 
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ATTACHMENT  r 


IMPACT  OF  OBRA  '90  ON  GENERIC  PHARMACEUTICAL  HRMS: 
EXECUnVE  SUMMARY  AND  FINAL  REPORT 


Prepared  f  on 

Generic  Pharmaceutical  Industry  Association 

and 

National  Association  of  Pharmaceutical  Manufacturers 


Prepared  by: 

Stephen  W.  Schondelmeyer,  MP  A,  Pharm.  D,  Ph.D 

Director  and  Professor  of  Pharmaceutical  Economics 

PRIME  Institute,  College  of  Pharmacy 

308  Harvard  Street,  SE 

Health  Sciences  Unit  F  7-159 

University  of  Minnesota 

Minneapolis,  Minnesota  55455 

(612)624-9931 

IMPACT  OF  OBRA  '90  ON  GENERIC  PHARMACEUTICAL  FIRMS 
EXECUTIVE  SUMMARY 


The  ten  firms  studied  accounted  for  $1.08  billion  in  sales  during  1991.  a  substantial 
share  of  the  U.S.  market  for  non-originator  drug  products. 

Generic  firms  lost  30.91%  of  their  net  income  due  to  Medicaid  rebates  while  brand 
firms  lost  about  6.83%  of  their  net  Income  from  the  basic  rebate. 

The  impact  of  the  Medicaid  basic  rebate  on  profitability  (net  income)  of  generic  firms 
was  more  than  four  times  greater  than  the  impact  on  brand  firms. 

Brand  firms  have  two  to  three  times  as  much  room  as  generic  firms  in  their  budgets 
to  absorb  Medicaid  rebates  with  gross  profit  margins  of  64%  to  80%  for  brand 
firms  versus  30%  for  generic  firms. 
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IMPACT  OF  OBRA  '90  ON  GENERIC  PHARMACEUTICAL  FIRMS 

FINAL  REPORT 

Medicaid  programs  purchase  about  12  percent  of  all  outpatient  prescriptions  in 
the  U.S.  market.   This  makes  Medicaid  the  largest  single  purchaser  of  outpatient 
prescriptions,  yet  Medicaid  found  that  it  was  often  paying  the  highest  price  at  the 
manufacturer  level  for  these  prescription  drug  products.   Consequently,  the  Omnibus 
Budget  Reconciliation  Act  of  1990  (OBRA  '90)  included  legislation  to  provide  the 
Medicaid  program  with  rebates  on  pharmaceutical  product  purchases.   Pharmaceutical 
manufacturers  are  required  to  pay  the  Medicaid  program  a  rebate  for  all  units  of  drug 
product  used  by  Medicaid  recipients.    Participation  in  the  rebate  program  is  a  condition 
required  of  ail  manufacturers  wishing  to  have  their  drug  products  covered  by  the 
Medicaid  program. 

The  basic  rebate  for  single  source  and  innovator  multiple  source  (branded) 
products  was  set  at  a  minimum  of  12.5%  for  the  first  two  years  (1991  and  1992)  and 
15%,  thereafter.  The  basic  rebate  for  non-innovator  multiple  source  (generic)  drug 
products  was  set  at  10%  for  the  first  three  years  (1991-93)  and  11%  in  the  years  after 
1993.   On  the  surface  generic  firms  appear  to  be  contributing  a  lower  amount  than  the 
brand  name  firms.   However,  one  must  remember  that  generic  firms  typically  sell  the 
same  drug  product  at  one-fourth  to  one-half  the  price  of  the  brand  name  drug  product. 
Consequently,  generic  firms  have  gross  margins  of  30%  while  brand  name  firms  have 
gross  margins  ranging  from  64%  to  80%.   Net  margins  also  differ  substantially  with 
brand  firms  having  15%  net  income  as  a  percent  of  sales  and  generic  firms  having  2% 
to  3%  net  income.  This  means  that  brand  firms  have  more  than  twice  as  much  room 
as  generic  firms  in  their  budgets  to  absorb  Medicaid  rebates.   Because  of  these 
differences  in  the  cost  stnjcture  and  in  the  profitability  of  brand  versus  generic  firms, 
the  generic  firms  are  being  penalized  much  more  than  the  brand  firms  by  the  Medicaid 
rebate  legislation. 


OBJECTIVES 

This  study  was  conducted  to  determine  the  Impact  of  OBRA  '90  on  generic 
pharmaceutical  firms.   Several  research  questions  were  addressed  by  this  study. 

(1)  Did  generic  firms  experience  a  change  In  profitability  after  implementation 

of  the  Medicaid  rebate  program  contained  in  OBRA  '90? 

(2)  Was  there  a  differential  effect  from  the  Medicaid  rebate  program  on  large 

(>$1 00,000,000  sales  per  year)  versus  small  (<$1 00,000,000  sales  per 
year)  generic  pharmaceutical  firms? 

(3)  Was  there  a  differential  effect  from  the  Medicaid  rebate  program  on  generic 

versus  brand  pharmaceutical  firms? 

STUDY  METHODS 

A  mailed  survey  instrument  was  prepared  to  request  information  from  generic 
firms  on:  sales,  cost  of  production,  Medicaid  rebates,  administrative  costs  of  rebate 
program,  and  volume  of  Medicaid  business.  A  copy  of  the  survey  form  is  attached  as 
Appendix  A.   Surveys  were  mailed  to  16  g-neric  pharmaceutical  firms  who  were 
members  of  the  Generic  Pharmaceutical  Industry  Association  or  the  National 
Association  of  Pharmaceutical  Manufacturers.  Ten  of  the  16  firms  responded  with 
complete  information  for  a  62.5%  response  rate.  The  participating  firms  were 
promised  anonymity  so  the  data  reported  in  this  study  are  shown  only  at  aggregate 
levels.  The  participating  firms  varied  in  size  and  accounted  for  $1.08  billion  in  generic 
pharmaceutical  sales  during  1991  in  the  United  States.  This  represents  a  substantial 
share  of  the  U.S.  market  for  non-originator  drug  products. 


RESULTS 

The  results  are  divided  into  several  sections  covering:  description  of  the 
responding  firms,  changes  in  profitability  overtime,  differences  between  large  and 
small  generic  firms,  and  differences  between  generic  and  brand  name  firms.   First,  a 
description  of  the  firms  responding  is  provided  in  Table  1.   The  average  1991  total 
sales  revenue  of  these  ten  generic  firms  was  $108  million.   Four  of  the  firms  had  1991 
total  sales  revenue  in  excess  of  $100  million  while  6  firms  had  less  than  that  amount. 
Medicaid  sales  accounted  for  14.5%  of  total  sales  for  the  average  generic  firm  and 
these  firms  paid  an  average  of  $1.5  million  in  rebates  to  Medicaid  in  1991. 
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Over  the  past  three  years  (1989-1991)  generic  firms  have  continued  to 
experience  growth  In  sales  revenue  as  shown  in  Table  2.  Annual  sales  revenue  In  the 
average  generic  firm  grew  from  $87.6  million  In  1989,  to  $102.2  million  in  1990,  and  to 
$108.2  million  in  1991.  Net  income,  however,  decreased  substantially  in  1991 
compared  with  the  two  previous  years.  The  average  generic  firm's  net  income  in  1989 
was  $3.6  million  and  In  1990  it  was  $3.8  million.  The  average  generic  fimi's  net 
income  in  1991  decreased  to  $2.2  million,  although  if  the  OBRA  '90  ret»ate  program 
had  not  been  In  place  the  net  income  would  have  been  $3.2  million.  Net  income  as  a 
percent  of  sales  revenue  for  generic  firms  was  4.07%  in  1989  and  3.74%  in  1990. 
The  net  income  of  the  average  generic  firm  in  1991  was  2.05%,  but  would  have  been 
2.97%  without  the  Medicaid  rebate  program. 

The  role  of  the  Medicaid  rebate  program  was  examined  by  determining  the 
Medicaid  rebates  each  firm  paid  and  the  administrative  costs  to  the  firm  of 
participating  in  the  program.  The  average  generic  firm  paid  $1 ,568,555  in  Medicaid 
rebates  in  1991  (Table  1).   Their  administrative  costs  from  participation  in  Medicaid 
averaged  $107,445  for  1991.  These  rebate-related  expenses  less  the  additional  tax 
liability  were  added  back  into  each  firms  net  income  to  determine  what  the  net  income 
would  have  been  without  the  Medicaid  rebate  program.   Instead  of  a  2.05%  net 
income  in  1991,  the  average  firm  would  have  experienced  a  2.97%  net  income. 
Without  the  Medicaid  rebate  program  the  average  generic  firms  net  income  would 
have  been  an  additional  0.92%  of  sales  revenue.  The  difference  in  net  income  dollars 
due  to  Medicaid  rebates  was  a  drop  from  $3,216,060  to  $2,221,941.  This  decline  of 
$994,1 19  amounts  to  30.9%  reduction  in  net  income. 

Four  of  the  firms  studied  experienced  a  net  loss  in  1991  and  a  fifth  firm  was  at 
the  break  even  point  with  no  net  Income.  Only  five  of  the  ten  generic  firms  had  a 
profit  in  1991 .   One  of  the  ten  firms  went  from  a  profit  to  a  loss  because  of  the 
Medicaid  rebate  program  and  another  firm  went  from  a  profit  to  break  even.  Three 
other  firms  had  even  greater  losses  due  to  the  Medicaid  rebate  program. 

The  second  research  question  concerned  the  impact  of  OBRA  '90  rebates  on 
the  profitability  of  large  and  small  generic  firms.   Basic  descriptive  information  is 
provided  on  large  and  small  generic  firms  in  Table  1 .   Large  firms  were  defined  as 
those  with  greater  than  $100,000,000  in  total  sales  revenue  in  1991  and  small  firms 
were  those  with  less  than  $100,000,000  in  total  sales  revenue  in  1991.  Profitability  of 
both  large  and  small  generic  firms  was  affected  by  Medicaid  rebates.  Large  firms  saw 
their  net  income  drop  from  2.83%  to  1.92%  of  sales  revenue,  while  small  firms  saw 
their  net  income  drop  from  3.36%  to  2.45%.  The  decline  for  large  firms,  0.91%,  was 
virtually  identical  to  the  decline  for  small  firms,  0.92%.   Medicaid  rebates  accounted  for 
a  32.1%  decrease  in  net  income  of  the  large  firms  and  a  27.3%  decrease  for  the  small 
firms.  The  profitability  of  both  large  and  small  generic  firms  appears  to  have  been 
Influenced  substantially  and  similariy  by  the  Medicaid  rebate  program. 

In  order  to  compare  the  impact  of  OBRA  '90  rebates  on  brand  and  generic 
firms,  two  hypothetical  firms  each  with  $100,000,000  In  total  sales  revenue  were 
created.  The  percentage  distribution  of  sales  revenue  for  the  generic  firm  was  based 
on  the  average  generic  firm  in  this  study.  The  percentage  distribution  of  sales 
revenue  for  the  brand  firm  was  based  on  information  presented  in  Report  to  Congress 
on  Manufacturers'  Prices  and  Phamnaclsts'  Charges  for  Outpatient  Dnjqs  Covered  By 
Medicare  (Washington,  DC:  U.S.  Department  of  Health  and  Human  Services,  May 
1989).  An  important  factor  to  note  is  that  the  gross  profit  margin  for  generic  and 
brand  name  firms  are  quite  different.  Gross  profit  margin  is  total  sales  revenue  minus 
production  costs.   Generic  firms  In  this  study  had  a  gross  profit  margin  of  about  30% 
while  brand  firms  have  gross  profits  between  64%  and  80%  (The  Pink  Sheet,  June  15, 
1992).  This  means  that  brand  firms  have  more  than  twice  as  much  room  as  generic 
firms  in  their  budgets  to  absorb  Medicaid  rebates.  As  shown  in  Table  3,  the  Medicaid 
rebate  program  meant  that  the  average  generic  firm's  net  income  decreased  from 
2.97%  to  2.05%  of  sales  revenue,  while  the  typical  brand  firm's  net  income  decreased 
from  15.00%  to  13.98%  of  sales  revenue.  Most  of  this  decrease  in  the  brand  firm's  net 
income  will  likely  be  minimized  by  price  increases  to  retailers  for  single  source 
products,  but  strong  competitive  pressures  will  not  allow  generic  firms  to  raise  prices 
to  offset  the  impact  of  the  basic  Medicaid  rebate.  When  the  decline  in  net  Income 
dollars  due  to  Medicaid  rebates  is  examined,  generic  firms  lost  30.91%  of  their  net 
income  while  brand  firms  lost  6.83%  of  their  net  income  due  to  the  basic  rebate 
(Figure  1).   In  other  words,  the  impact  on  net  income  of  generic  firms  was  more  than 
four  times  greater  than  the  impact  on  brand  firms. 
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The  impact  of  the  Medicaid  rebate  program  is  even  more  dramatic  when 
profitability  of  fvledicaid  sales  is  determined.  Table  4  presents  the  impact  of  rebates 
on  a  generic  and  brand  firm  which  each  have  $10,000,000  in  sales  to  Medicaid. 
When  considering  the  profitability  of  only  those  drug  products  sold  to  Medicaid  rather 
than  all  sales  revenue,  the  impact  of  Medicaid  rebates  is  substantial.  The  typical 
brand  firm  would  experience  net  income  as  a  percent  of  Medicaid  sales  of  about 
15.0%  without  the  rebate  program  and  2.98%  with  the  rebate  program.  The  average 
generic  firm  would  have  net  income  as  a  percent  of  Medicaid  sales  of  2.97%  without 
Medicaid  rebates  and  -3.02%  with  the  Medicaid  rebate  program.  This  means  that 
generic  firms  shifted  from  a  modest  profit  to  a  modest  loss  because  of  the  Medicaid 
rebate  program.   Brand  firms  shifted  from  a  substantial  profit  to  a  modest  profit  as  a 
result  of  the  Medicaid  rebate  program. 


CONCLUSIONS 

Several  conclusions  can  be  drawn  from  the  experience  of  10  generic  firms 
which  accounted  for  a  sizeable  share  of  non-originator  generic  pharmaceutical  sales  in 
the  United  States  in  1991.  Generic  firms  experienced  a  substantial  decline  in 
profitability  after  the  implementation  of  the  Medicaid  rebate  program.   Results  of  this 
study  indicate  that  generic  firms  experienced  a  30.9%  decline  in  profits  in  1991  due  to 
the  Medicaid  rebate  program.   One  firm,  which  would  have  had  a  profit  in  1991, 
shifted  to  a  loss  because  of  the  rebates,  while  another  firm  went  from  a  profit  to  break 
even  and  three  other  firms  had  even  greater  losses.   L.arge  generic  firms  noticed  a 
greater  decline  in  profitability  than  did  small  generic  firms,  32.1%  versus  27.3%, 
although  both  had  substantial  losses. 

Finally,  generic  firms'  profitability  declined  substantially  more  from  the  Medicaid 
rebate  program  than  would  be  expected  for  a  typical  brand  firm.  The  typical  brand 
firm  saw  net  income  decrease  by  6.83%  versus  a  30.91%  decrease  for  the  average 
generic  firm.  When  net  income  from  Medicaid  sales  were  considered  generic  firms 
were  found  to  have  a  3.02%  loss  with  rebates  versus  a  2.97%  profit  without  the 
rebates.    Brand  firms  saw  net  income  from  Medicaid  drop  from  a  15.0%  profit  to  a 
2.98%  profit  with  implementation  of  the  rebate  program.  Therefore,  the  basic  rebate 
of  the  Medicaid  rebate  program  had  a  substantially  greater  impact  on  the  profits  of 
generic  firms  than  it  did  upon  the  profits  of  brand  firms.  The  impact  of  OBRA  '90 
Medicaid  rebates  on  profitability  was  more  than  four  times  greater  for  generic  firms 
than  tor  brand  firms. 

Figure  1 
Net  Income  of  Generic  Firms  Declines  More  Than 
Four  Times  as  Much  as  Brand  Firms  Due  To 
Basic  Medicaid  Rebate 
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TABLE  1 
IMPACT  OF  OBRA  '90  ON  GENERIC  FIRMS  IN  1991 


Average  Large       Averoge  Small        Average 


1991  Colendar  Year  Doto 

Total  Sales  Revenue 

Production  Costs 
Other  Costs  (Adm./Mkf/etc) 
Medicaid  Rebate  Payments 
Medicaid  Rebate  Admin.  Expense 

Total  Cost  of  Sales 

Net  Income  ($)  (w/OBRA) 
Net  Income  (%)  (w/OBRA) 

Net  Income  ($)  (w/o  OBRA) 
Net  Income  (%)  (w/o  OBRA) 

Change  in  Net  Income  <$) 
Change  in  Net  Income  {%) 

%  Decline  in  Net  Income 
Due  to  OBRA 

%  of  Total  Sales  to  Medicaid 


$203.815250 

S44516.777 

$108236.166 

S141.396.750 

S55.226J087 

$3j065.750 

$204/xS3 

$30,690,896 

$12.124255 

S570/424 

S42>633 

$74.973238 

$29,364,988 

$1568555 

S107/J45 

5199,893250 

S43/J28209 

S106.014225 

S3.922,nnn 

1.92% 

Slj088.V>fl 
2.45% 

$2221,941 
2.05% 

$5.777;694 
2.83% 

SM96A52 
3.36% 

S3216X360 
2.97% 

$1.855/)94 
0.91% 

$408X)84 
O.V2% 

S994.119 
0.92% 

32.12% 
15.04% 

27.27% 
12.81% 

30.91% 
14.49% 

TABLE  2 
GENERIC  FIRMS'  SALES  AND  NET  INCOME:  1989  TO  1991 

Average  Large       Average  Small       Average 


Item  and  Year 


Tolol  Sales  Revenue 

1989 

1990 

1991  w/o  OBRA 

1991  w/OBRA 

Not  Income  ($1 

1989 

1990 

1991  w/o  OBRA 

1991  w/OBRA 

Npt  Inrome  (%■) 

1989 

1990 

1991  w/o  OBRA 

1991  w/OBRA 


$155,383,750 

$42,339/137 

S87.557.162 

$189X113250 

S44.306/I72 

5102.189,183 

$203,815250 

$44516.777 

$108,236,166 

$203,815250 

S44516.777 

$108,236,166 

$4.734500 

$2,784,905 

$3564,743 

$5,768250 

S2525J26 

$3,822/196 

$5,777/>94 

SM96xi52 

$3216j060 

S3,922XXin 

S1J088568 

$2221,941 

3.05% 

6.58% 

4.07% 

3.05% 

5.70% 

3.74% 

2.83% 

3.36% 

2.97% 

1.92% 

2.45% 

2.05% 
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TABLE  3 
IMPACT  OF  OBRA  90  ON  TOTAL  NET  INCOME  OF  GENERIC  AND  BRAND  FIRMS' 

1991  Calendar  Year  DolQ 


Total  Sales  Revenue 

Production  Costs 
Other  Costs  (Adm./Mkt/etc) 
Medicoid  Rebate  Payments 
Rebate  Admin.  Experises 

Total  Cost  of  Soles 

Net  Income  ($)  (w/OBRA) 

Net  Income  ($)  (w/o  OBRA) 

Charvge  in  Net  Inconne  ($) 

%  Decline  in  Net  Income 
Due  to  OBRA 

%  o(  Total  Sales  to  Medicaid 
Basic  Medicaid  Rebate 
OS  %  Total  Sales  Revenue 


'  Fof  comparison  the  impact  of  OBRA  '90  on  a  geneiic  firm  and  a  hiypothetical 
brand  firm  each  with  $100,0000X3  in  total  soles  revenue  are  shown. 


19915 

!LQLSal£S 

1991? 

ih  of  Sales 

iioo,ooo,nnn 

100.00% 

S100XX»XX» 

100.00% 

$69,268,194 

69.27% 

S36XXX)JOOO 

36.UU% 

$27,130/177 

27.13% 

$48>124j000 

48.42% 

$1M9,196 

1.45% 

$1500  jOOO 

1.50% 

S99269 

0.10% 

sioonrm 

0.10% 

$97,947,136 

97.95% 

$B6ff24Wn 

86.02% 

$2  £152  AM 

2.05% 

$1 3,976  ,nnn 

13.98% 

S2.97 1.336 

2.97% 

sis.nnnnnn 

15.00% 

3918/472 

0.92% 

sij024,nnn 

1.02% 

30.91% 

6.83% 

14.49% 

12.00% 

10.00% 

12.50% 

TABLE  4 
IMPACT  OF  OBRA  90  ON  MEDICAID  NET  INCOME  OF  GENERIC  AND  BRAND  FIRMS* 


1991  Calendar  Year  Data 

Medicaid  Sales  Revenue 

Production  Costs 
Ottier  Costs  (Adm./Mkt/etc) 
Medicaid  Rebate  Payments 
Rebate  Adnnin.  Expenses 

Total  Cost  of  Sales 

Net  Income  ($)  (v^/OBRA) 

Net  Income  ($)  (v^/o  OBRA) 

Change  in  Net  Income  ($) 

%  Decline  in  Net  Income 
Due  to  OBRA 

Bosic  Medicaid  Rebate 
OS  %  Total  Sales  Revenue 


1991  S        %  Of  Sales 

1991  S 

&i2LSgi^ 

SIOXXXJXXB 

100.00% 

sionoojooo 

100.00% 

$6,926,819 

69.27% 

SSAOOjOOO 

36.00% 

$2,365,108 

23.65% 

S4  342/100 

48.42% 

SIjOOOJMO 

10.00% 

S1250XX)0 

12.50% 

S9.927 

0.10% 

SIOOTO 

0.10% 

$10,301,854 

103.02% 

S9.7O2/4O0 

97.02% 

(S30 1.854) 

-3.02% 

S297^nn 

2.98% 

$297,134 

2.97% 

$1500000 

15.00% 

(S598.988) 

-5.99% 

($1,202/100) 

-12.02% 

201.59% 

80.16% 

10.00% 


12.50% 


'  For  comparison  the  Impact  of  OBRA  '90  on  a  generic  firm  and  a  hypothetical 
brand  firm  eoch  with  SIOjOOOXCO  in  Medicaid  soles  revenue  are  shown. 
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APPENDIX  A 
The  Survey  Instrument 

IMPACT  OF  MEDICAID  REBATES  ON  GENERIC  FIRMS 


Company  Phone  #  _ 

Name  of  Contact .      FAX  # 

I.  ANNUAL  SALES  AND  COST  OF  SALES 

Please    complete  all  items  below  for  the  calendar  year,  if  possible. 
Information  Is  for:  calendar  year;     fiscal  year;   fiscal  year  term   to  , 


1989  1990  1991 


A.  Total  Sales  $  

B.  Cost  of  Sales  $         

(B  =  sum  of  C  to  J) 

Breakdown  of  Cost  of  Sales 

C.  Production   Costs    

D.  Admin.   Central        

E   Sales  &  Marketing 

F.   Distribution  

G  Medicaid  Rebates   

K  Taxes  

I.    Other 

J.  Other 


K.    Net  Income 
(K  =  A  -  B) 


What  %  of  your  Sales  ($)         1989  1990  1991 

were  to  patients  covered 
by  Medicaid  program  in 

each  year?  . 

(Use  your  best  estimate) 

Specify,  basis  for 
your   estimate: 


{e.g..  Sales  data,  IMS,  Medicaid,  other) 
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II.     ADMINISTRATIVE  COSTS  OF  MEDICAID  REBATE  PROGRAM 


Direct  Salaries  and   Benefits 

Management  Support 

Rent  (Allocated  Occupancy  Costs) 

Supplies  and  Materials 

Computer   Software 
{Purchased  or  Developed) 

Consulting   Services 

Syndicated  Market  Share  Data 
(IMS,  PDS,  other) 

Other,  specify: 

Other  Specify: 

TOTAL 


All    Capital 
Expenditures 


1991  Annualized 
Expenses 


Approximately  what  %  of  your  sales  ($)  in  1991  were  for: 


Products  you  manufactured  and  you  distributed 
Products  you  manufactured  and  someone  else  distributed 
Products  someone  else  manufactured  and  you  distributed 


How  much  of  the  Medicaid  rebate  did  your  company  pay  in  1991? 

(Check  the  category  which  applies,  and  if  part  was  paid  indicate  %  of  Medicaid  rebate  you  paid.) 


Ail 


Products  you  manufactured  and  you  distributed 
Products  you  manufactured  and  someone  else  distributed 
Products  someone  else  manufactured  and  you  distributed 


Part  (%)       None 
i 'M  


J %1 


J %1 


Please  return  survey  to: 


Stephen  W.  Schondelmeyer 

Professor  and  Director,   PRIME  Institute 

Health  Sciences  Unit  F  7-159 

University  of  Minnesota 

Minneapolis,  Minnesota     55455 

Phone:  (612)  624-9931;     FAX:  (612)  625-9931 
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Special  Supplement 


WILL  THE  SUPPLEMENTARY  PROTECTION  CERTEFICATE  BE  THE 
END  OF  THE  ROAD  FOR  THE  EUROPEAN  GENERIC  EVDUSTRY? 

By  Dr.  E.  Polastro  and  N.E.  Mellor 


The  changes  recently  adopted  with  the  Supplementary 
Protection  Certificate  by  the  European  Community  on  the 
patent  protection  of  pharmaceuticals  are  likely  to  have 
far-reaching  effects  on  the  local  generic  industry  and 
dramatically  reshape  this  scene.  The.se  changes  also  open 
the  door  to  countless  legal  actions  in  their  interpretation 
and  implementation.  (See  WPR,  Vol.  1,  No.  3,  page  3.) 

While  the  long-teim  outlook  for  generics  in  Europe 
remains  highly  promising  due  to  the  fundamental  changes 
occurring  in  the  health  care  scene,  the  evolving  patent 
protection  regulations  most  probably  will  create  signifi- 
cant hurdles  for  the  traditional  generic  suppliers.  A  likely 
consequence  of  these  hurdles,  further  compounded  by 
the  emergence  of  the  great  Pan-European  market,  will  be 
to  accelerate  the  trend  toward  consolidation  of  this  in- 
dustry. 

The  toughest  challenges  are  likely  to  be  faced  by  the 
EC-based  producers  of  bulk  generics  (bulk  aaive  ingre- 
dients) who,  if  the  legislation  is  not  amended,  virtually 
could  be  prevented  from  competing  not  only  in  Europe 
but  also  in  the  entire  world  market.  As  a  consequence, 
they  will  need  to  revise  fundamentally  the  strategies  they 
traditionally  have  followed. 

The  most  obvious  beneficiaries  of  the  changes  in  the 
patent  regulations  are  likely  to  be  the  innovative  pharma- 

Dt.  Polastro  is  the  Senior  Industry  Specialist  in  the 
Brussels  office  o/Arthtir  D.  Little,  with  a  particular  interest 
in  strategy  consulting/or  the  chemical  and  pharmaceuti- 
cal industries. 

N.E.  Mellor  is  Senior  Consultant  in  the  Brussels  office 
of  Arthur  D  Little,  focusing  on  health  care  policy  and  the 
pharmaceutical  industry. 

The  views  expressed  in  the  article  are  those  of  the 
authors  and  do  not  represent  an  editorial  position  of  The 


ceutical  companies.  These  companies  will  have  not  only 
the  opportunity  to  extend  the  useful  life  of  their  products 
even  beyond  the  period  intended  by  the  authorities  but 
also  to  develop  a  bridgehead  on  the  generic  market, 
taking  advantage  of  the  underiying  trends  and  emerging 
regulations  in  the  health  care  scene. 

Another  set  of  players  likely  to  benefit  from  the  pend- 
ing changes  is  represented  by  the  U.S.  and  Canadian 
generic  producers.  They  may  well  take  advantage  of  the 
differences  existing  between  patent  proteaion  scliemes 
in  North  America  and  the  EC  to  try  to  secure  a  bridgehead 
in  Europe  outpacing  local  competition.  This  could  lead  to 
a  complete  reverse  in  the  generics  trade  flow  across  the 
Atlantic  Ocean. 

What  Are  Generics? 

The  word  "generics"  is  used  widely  to  designate  phar- 
maceutical preparations  based  on  active  ingredients  that 
are  no  longer  patent  protected  and  are  freely  available  on 
the  merchant  market. 

As  illustrated  in  Figure  1 ,  several  types  of  generics  exist: 

•  Branded  generics,  frequently  called  "branded  mul- 
tisource  products,"  ofi^ered  under  a  brand  name  and  ac- 
tively promoted  through  a  detail  force  to  the  medical 
community.  Examples  of  branded  generics  can  be  found 
in  countries  like  Italy  or  Finland  where  patent  proteaion 
of  pharmaceuticals  is  relatively  recent. 

•  Plain  generics,  namely  preparations  offered  with  no 
distinction  brand  name,  sometimes  even  marketed  under 
the  DCl  name  of  the  chemical  entity  they  contain.  This 
type  of  produa  is  typically  supported  by  only  limited 
marketing  and  promotion  efforts,  targeting  mainly 
wholesalers  and  pharmacists  rather  than  physicians.  Plain 
generics  comp)ete  primarily  on  the  basis  of  their  low 
delivered  prices  rather  than  on  product  differentiation. 
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•  Generic  plus  (also  called  differentiated  generics) 
typically  involve  a  new  galenic  formulation  providing  an 
improvement  in  the  therapeutic  effectiveness  or  patient 
convenience  (e.g.,  once  a  day  dosage).  Generic  plus 
formulations  can  be  offered  at  a  substantial  price  premium 
compared  to  the  original  branded  produa,  depending  on 
the  therapeutic  benefits  the  new  formulation  provides. 

In  this  article,  we  will  focus  primarily  on  plam  and 
branded  generics  rather  than  "generics  plus,"  whose 
market  dynamics  are  substantially  different  and  more 
related  to  innovative  pharmaceuticals. 

Rapidly  Growing  Market 

Over  the  past  10  years,  the  generic  market  has  grown 
very  rapidly  and  currently  represents  a  significant  share  of 
pharmaceuiical  sales  in  several  regions,  including  the  EC. 

Three  main  forces  have  driven  the  expansion  of  the 
generic  pharmaceutical  market. 

The  cost  containment  measures  recently  adopted  in 
most  industrialized  countries  in  an  attempt  to  curb  the 
surge  in  health  care  expenditures  is  one  of  these  forces 
(see  Table  I).  In  that  respect,  generics  have  been  identified 
as  a  possible  option  to  reduce  the  burden  on  social 
security  systems  represented  by  pharmaceuticals.  Ex- 


amples of  such  developments  in  various  EC  countries 
include: 

•  The  development  of  substitution  guidelines  (e.g.,  in 
the  Netherlands),  allowing  the  pharmacist  to  substitute  a 
branded  product  with  the  cheapest  available  equivalent 
preparation  (and  creating  special  provisions  to  preserve 
the  profit  margins  of  the  pharmacist). 

•  The  creation  of  new  reimbursement  systems,  such 
as  in  Germany,  based  not  on  a  percent  of  the  produa  sales 
price,  but  rather  on  a  flat  amount,  set  at  the  level  of  the 
cheapest  equivalent  product,  establishing  de  facto  what 
is  increasingly  called  a  reference  pricing  system  (in  reality, 
a  reference  reimbursement  system). 

•  The  increasing  awareness  of  health  providers  and  of 
patients  on  cost-related  issues,  which  provides  pressure 
to  search  for  more  cost-effeaive  forms  of  treatment  and 
introduces  an  element  of  price  elasticity  in  the  demand  for 
pharmaceuticals. 

The  large  margins  on  patent-proteaed  pharmaceuti- 
cals represent  another  powerful  driving  force  for  the 
development  of  generics.  Indeed,  as  illustrated  in  Fig- 
ure 2,  the  cost  structure  of  patent-proteaed  pharmaceuti- 
cals leaves  ample  room  for  rich  profits  and/or  discounting 
for  a  "lean"  generic  company  that  typically  has  only  very 
limited  overhead,  R&D,  and  marketing  costs.  It  is,  there- 


Table  1:  Measures  to  Encourage  the  Consumption  of  Generics  Often  Represent  an  Integral  Part 
of  the  Cost  Containment  Programs  Adopted  in  Various  Countries 

Target 

Type  of  Support 

Examples 

Manufacturer 

Speed  up  regulatory  process  for  the  approval  of 
generics 

Waxman-Hatch  Act,  in  United  States 

Doctor 

Prescription  controls  to  encourage  cost-effective 
practices 

•  'Managed  Care'  in  United  States 

•  Part  of  the  doctor  training  (NHS  —  United  Kingdom) 

Pharmacist 

Grant  right  of  substitution  to  pharmacists.  Ensure 
fixed  payment  for  filling  a  prescription 

•  Incentives  for  generic  substitution  in  the  United 
States,  Germany  and  Netherlands 

PatierH 

Increase  patient  contribution  to  drug  cost,  thereby 
increasing  their  price  sensitivity 

•  Patient  leaflets  explaining  the  benefits  of  generics 

•  'Reference'  reimbursement  in  Germany, 
Nethertands  and  soon  also  in  Sweden 
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Special  Supplemcm 


Fig.  2:  Large  Margins  On  Patent-Protected  Pfiarmaceuticols  are 
Providing  Attractive  Targets  for  Generic  Competitors 
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fore,  not  a  coincidence  that  in  the  EC  it  is  in  those  countries 
where  pharmaceutical  prices  are  the  highest — Germany, 
the  United  Kingdom,  and  the  Netherlands — that  the 
generic  penetration  is  the  highest.  On  the  contrary,  in 
Latin  countries  such  as  Spain,  Italy,  and  France,  the  pene- 
tration achieved  by  generics  has  been  very  modest  due  to 
the  limited  margin  of  maneuver  left  to  the  generic  pro- 
ducers by  the  low  pricing  levels  for  pharmaceuticals  (see 
Figure  3) 

The  patent  expiration  of  several  major  pharmaceuticals 
constitutes  the  third  main  driving  force  behind  the 
development  of  a  generic  market.  Over  the  past  few  years, 
a  number  of  top  selling  chemical  entities  have  lost  their 
patent  protection,  therefore  attracting  generic  competi- 
tion. Similarly,  the  patents  on  several  top  selling 
molecules,  including  Naproxen,  Captopril,  and  Cefaclor, 
will  expire  over  the  next  two  to  three  years  and  un- 
doubtedly will  further  stimulate  generic  demand. 

By  and  large,  the  introduction  of  generic  formulations 
causes  a  rapid  erosion  of  sales  for  the  onginal  branded 
product  (Figure  4).  Sales  losses  of  more  than  60  percent 
three  years  after  the  patent  expiration  date  are  not  uncom- 
mon, as  illusuated  in  Figure  5.  It  must  be  stressed  that  this 
erosion  is  very  rapid,  since  typically  it  is  immediately  or 
shortly  after  the  patent  expiration  that  generic  prepara- 
tions are  introduced  on  the  market,  taking  advantage  of 


the  short  development  times  required  to  register  these 
type  of  products  (Figure  6). 

Not  surprisingly,  innovative  companies  traditionally 
have  regarded  generics  as  major  threats,  leading  to  unac- 
ceptable loss  of  revenue,  shortening  of  the  useful  produa 
life,  and  jeopardizing  the  return  on  their  R&D  investments. 

Marketing  Exclusivity 

The  right  for  the  inventor  to  reap  the  fruits  of  his 
iruiovation  and  to  protect  him  against  imitators  has  been 
recognized  for  several  centuries  in  most  developed  socie- 
ties. This  right  has  been  codified  through  the  development 
of  an  extensive  legislative  and  regulatory  framework, 
including  the  reaction  of  patents  granting  the  inventor  a 
certain  time  period  during  which  he  retains  the  exclusive 
right  on  his  invention. 

In  most  industrialized  countries,  (see  Table  U)  the 
period  of  exclusivity  provided  by  the  patent  ranges  from 
15  to  20  years,  starting  from  the  date  of  filing  (granting  in 
some  countries)  of  the  patent,  not  from  the  date  when  the 
invention  is  actiially  introduced  on  the  market.  While  in 
several  fields,  the  dates  of  the  patent  filing  and  the  date  of 
market  launch  can  be  reasonably  dose,  this  is  certainly  rrat 
the  case  for  pharmaceuticals,  where  often  eight  to  10  years 
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Fig.  3:  Generic  Penetration  Is  linked  to  the  Level  of  Pliarmace«ticol  Pricing 
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can  elapse  between  the  initial  patent  Piling  and  the  market- 
ing authorization  of  the  competent  regulatory  authorities. 

In  practice,  this  has  led  for  pharmaceuticals  to  a  rela- 
tively short  "effective"  marketing  exclusivity  period,  the 
product  development  cycle  effectively  having  eroded  the 
coverage  provided  by  the  patent  to  often  less  than  eight 
years.  As  an  example,  Lopid  (Gemfibrozil — an  antihyper- 
lipidemia  agent  developed  by  Parke  Davis)  received  the 
marketing  authorization  from  the  U.S.  Food  and  Drug 
Administration  more  than  10  years  after  the  patent  Tiling, 
due  to  the  extensive  clinical  evidence  requested  by  the 
authorities. 

This  meant  that  the  product  originator  had  only  a  few 
years  of  marketing  exclusivirv'  left  to  recoup  R&D  invest- 
ments, revenues  being  dramatically  eroded  after  the 
patent  expiration  due  to  generic  competition  (see  Fig- 
ure 4). 

In  the  eaiiy  1980s  the  United  States,  later  followed  by 
Japan,  recognizing  this  issue  and  the  limited  effective  period 
of  marketing  exclusivity  granted  by  the  general  patent  frame- 
work, adopted  specific  amendments  to  reflect  the  long 
drug  development  cycle  and  correa  this  situation. 


This  resulted  in  the  creation  in  1984  and  1988  in  the 
United  States  and  Japan  of  additional  patent  protection 
certificates. 

In  the  United  States,  the  patent  extension  framework, 
often  referred  to  as  the  Drug  Price  Competition  and  Patent 
Reform  Restoration  Act  of  1984  (P.L.  98-417),  or  more 
commonly,  the  Waxman-Hatch  Aa,  grants  an  additional 
exclusivity  period  of  up  to  five  years  to  pharmaceutical 
products,  resulting  in  a  marketing  exclusivity  period  of  up 
to  15  years. 

Similar  provisions  have  been  adopted  in  Japan,  also 
granting  a  marketing  exclusivity  of  up  to  15  years. 


Not  A  Blank  Check 

The  Waxman-Hatch  Aa,  however,  does  not  grant  a 
blank  check  to  the  pharmaceutical  industry  by  providing 
an  extended  period  of  marketing  exclusivity:  it  also  con- 
tains provisions  allowing  the  swift  development  of 
generic  formulations.  Indeed,  the  Waxman-Hatch  provi- 
sion states  that: 


fig.  4:  Generic  Substitution  Is  Increasing  Cutting  Bad  the  UseM  Lifetime  and  Revenue  Potential  of  Products 
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Fig.  5:  The  IntrodHction  of  Generics  Often  Results  in  a  Dramatic  Soles  Erosion  for  the  Original  Products, 
0  Loss  of  60%  of  Sales  Three  Years  After  the  Patent  Expirotioa  Being  the  Rule  Rather  Than  the  Exception 

100 

S*  i..  . 

80 
XOf 

\'*-  V  ;---..                                                            Selected  Examples  of  Generic  Erosion 
^ ->.       - -,.  .     "'-.                                                                 in  the  United  Stoles 

40 

""■■  -^  ,     — ~-. Ojotewse 

20 

'--  ladetal 

0  ' 

1 

of  Generics                                                               Kxn  >lAer  ftiterd  £qva«m                                          1 

"It  shall  not  be  an  act  of  infringement  to  malte,  use  or 
sell  a  patent  invention  solely  for  uses  related  to  the 
development  and  submission  of  information  under  a  Fed- 
eral law  which  regulates  the  manufacture,  use  or  sale  of 
drugs.  .  " 

This  provision  explicitly  allows  generic  producers  to 
have  access  to  the  active  substance  for  "experimental 
purposes"  even  during  the  period  of  patent  protection. 
This  provision  permits  generic  producers  to  start  the 
sourcing,  the  development,  and  the  registration  of  generic 
formulations  before  the  expiration  of  the  marketing  ex- 
clusivity. Consequently,  companies  can  be  ready  to 
market  generic  preparations  from  the  very  first  day  of  tfie 
marketing  exclusivity'  expiration  (see  Figure  7). 

The  Waxman-Hatch  provision  also  allows  producers  of 
bulk  active  ingredients  to  start  developing,  in  full  compli- 
ance with  the  law,  a  synthesis  process  to  produce  and 
supply — and  even  sell — the  active  material  even  if  still 
patent-protected,  provided  that  the  quantities  sold/ 
offered  are  only  for  "experimental"  purposes. 

In  Europe,  the  situation  is  less  clear  cut  compared  to 
the  United  States  and  differs  from  country  to  country.  For 


example,  Italy  and  France  have  recently  adopted  patent 
extension  provisions  (see  Table  II). 

In  an  attempt  to  harmonize  the  situation,  the  European 
Community  Commission  has  developed  proposals  cover- 
ing two  areas;  the  Community  patent  and  the  Supplemen- 
tary Patent  Certificate. 

In  the  remainder  of  this  article,  we  will  focus  on  the 
issues  associated  with  the  SPC,  recently  adopted  by  the 
Council  of  Ministers. 


The  European  SPC 

On  June  18, 1992,  after  considerable  debate,  the  Coun- 
cil of  Ministers  adopted  EC  Regulation  1768-92  estab- 
lishing a  supplementary  protection  certificate  for 
pharmaceuticals.  This  regulation,  commonly  refeaed  as 
the  "SPC,"  to  be  implemented  in  the  various  member 
countries  by  the  end  of  1992,  provides  an  extended  pericxl 
for  marketing  exclusivity  of  pharmaceuticals. 

The  regulation: 

•  Applies  to  products  still  under  patent  proteaion  and 
that  have  been  granted  market  approval  (with  transition 


Fig.  6:  The  Product  Development  Cycles  for  Generics  and  R&D  Based  Pharmaceutic^als  are  Very  Different 
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provisions  for  products  iniroduced  on  the  market  after 
January  1985— <iilTerent  provisions  applying  to  a  few 
member  countries  to  reflea  the  local  patent  situation); 

•  Grants  an  exclusivity  period  of  15  years  from  the 
date  of  the  first  marketing  approval  with  a  maximum  of 
five  years  after  the  patent  expiration; 

•  Aims  to  harmonize  the  situation  among  the  various 
member  countries;  and 

•  Offers  the  same  rights  as  the  original  patent. 

At  fust  sight,  the  EC  SPC  regulation  appears  to  be  very 
similar  to  the  provisions  adopted  in  the  United  States  and 
in  Japan.  However,  an  in-depth  analysis  reveals  some 
differences  that  could  have  far-reaching  implications  for 
the  EC  generic  industry  as  a  whole. 

As  it  stands,  the  regulation  does  not  contain  any  Wax- 
man-Hatch  type  provisions  that  explicidy  allow  generic 
producers  to  stan  their  development  work  before  the 
expiration  of  the  marketing  exclusivity  period  of  the  orig- 
inal branded  produa. 

This  element,  discussed  in  greater  detail  below,  is  of 
fundamenul  importance  as  it  could  change  the  rules  of 
the  game  in  the  EC  generic  market 

At  this  stage,  the  SPC  does  not  provide  a  true  Pan- 
European  harmonization  in  the  patent  coverage  of 
pharmaceuticals  as; 

•  SPC  coverage  remains  governed  at  the  national  level 
— a  major  complication  being  represented  by  the  different 
dates  of  marketing  authonzation  in  the  various  EC  mem- 
ber countries;  and 

•  Significant  freedom  is  left  to  the  member  countries 
to  implement  the  regulation.  This  combined  with  the 
differences  in  the  product  registration  procedures,  creates 
substantial  room  for  legal  aaions  and  possible  distortion 
in  the  trade  of  generics. 


Implications  For  Generic  Industry 

The  absence  of  explicit  Waxman-Hatch  provisions  in 
the  current  SPC  regulation  potentially  represents  a  fun- 


damental threat  for  tlie  traditional  players  in  the  EC 
generic  market. 

Indeed,  this  "detail"  that  seems  to  have  been  over- 
looked by  the  European  authorities  opens  the  door  for 
countless  legal  actions  between  generic  producers  and 
patent  holders. 

If  strictly  enforced,  the  SPC  could  prevent  generic 
producers  from  starting  the  development  of  generic 
formulations  before  the  end  of  the  marketing  exclusivity 
period  (see  Figure  7),  postponing  by  one  or  two  man- 
years  the  development  of  a  generic  formulation. 

This  point  of  view  seems  to  be  supported  by  recent 
rulings  in  the  Netheriands,  where  the  authorities  have 
prevented  Pharbita  from  developing  a  generic  form  of 
Atenolol  before  the  patent  expiration  of  ICI's  patent. 

Although  this  ruling  may  not  be  transposed  automat- 
ically to  the  test  of  the  EC  due  to  the  different  product 
registration  procedures  (the  Dutch  authorities  having  ap- 
parendy  based  their  ruling  on  the  ground  that  Pharbita 
had  supplied  samples),  substantial  room  is  left  for  legal 
interpretation,  creating  a  major  element  of  uncertainty. 


Sweeping  Consequences 

The  consequences  on  the  traditional  plays  on  the  EC 
generic  industry  could  be  sweeping  (Table  III). 

The  patent  holder  could  see  his  marketing  exclusivity 
period  increased  de  facto  by  an  additional  24  months 
beyond  the  SPC  term,  this  extra  period  corresponding  to 
the  lead  time  associated  with  the  "legal"  development 
cycle  of  a  generic  formulation  (see  Figures  6  and  7). 

Some  patent  originators  are  likely  to  take  advantage  of 
this  additional  "grace"  period  to  outpace  traditional 
generic  competition,  introducing  immediately  after  the 
expiration  of  the  SPC  their  own  generic  formulations. 

In  doing  so,  the  patent  holder  could: 

•  Lock  the  generic  demand  for  his  produa  by  deter- 
ring traditional  generic  suppliers  from  developing  their 
own  copies  through  an  astute  optimal  pricing  strategy, 


Fig.  7:  The  Differences  Induced  by  the  SPC  Between  the  U.S.  and  the  EC  Marketing  Exclush^y  Period* 
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Table  II:  Patent  Situation  in  Main  Industrialized  Countries  for  Pharmaceutical  Products  —  A  Simplified  Overview            1 

Country 

Nature  of  Patent  (Post  1978) 

Years 

Possibility  of  Extension 

European  Community 

20 

Up  to  5  years  (SPC  —  1992) 

France 

Product 

20 

Up  to  5  years  additional  protection  (1991) 

Italy 

Product 

20 

Up  to  18  years  total  protection  (1991) 

Germany 

Product 

20 

—                                                                        « 

Spain 

Process  (product  as  of  Oct  '93) 

20' 

-                                                                        t 

United  Kingdom 

Product 

20 

Switzerland 

Product 

2°,, 

^ 

Canada 

Process 

17''^ 

United  States 

Product 

17' 

Up  to  5  years                                                         | 

Japan 

Product 

15(20)' 

Up  to  4-5  years                                                    « 

^  From  grant  of  patent. 

^  In  Canada,  phamiaceuticals  are  protected  by  a  1 7-year  process  patent  After  tfiree  years  on  the  maikeu  generic  competitois     | 

may  obtain  a  compulsory  license  subject  to  a  royalty. 

^  In  Japan,  patents  are  granted  either  1 5  years  from  publication  or  20  years  from  filing.  On  average,  patent  protection  lasts  about    | 

17  years. 

1 

low  enough  to  discourage  generic  competition,  yet  high 
enough  to  achieve  acceptable  returns. 

•  Better  control  the  pricing  fate  of  its  product,  building 
on  the  reference  pricing  system  now  enforced  in  several 
countries  and  setting  the  reimbursement  levels  on  these 
of  the  "first"  equivalent  generic  product. 

•  Secure  a  bridgehead  on  the  generic  market — an  area 
poised  for  major  long  term  growth  due  to  the  fundamental 
trends  in  the  health  care  scene. 

The  traditional  EC  producers  of  formulated  generics 
could  see  their  margins  of  maneuverability  in  introducing 
"new"  generics  substantially  eroded  and  may  have  to  face 
a  new  set  of  competitors. 

Should  the  ability  of  EC-generic  producers  to  start 
developing  their  formulations  before  the  product  market- 
ing exclusivity  expiration  date  be  restricted,  this  would 
imply  a  further  delay  of  at  least  24  months  in  the  launch 
of  generic  versions.  Per  se,  this  element  would  not  consti- 
tute a  disaster  for  the  traditional  EC  generic  producers. 
However,  it  could  attract  new  sets  of  competitors  who 
would  be  in  a  position  to  outpace  EC-based  generic 
producers: 

These  competitors  may  include  the  patent  holder  as 
well  as  non  EC-based  generic  companies. 

In  this  respect,  U.S.  and  Canadian  producers  could  take 
advantage  of  the  differences  existing  in  patent  protection 
existing  between  North  America  and  the  EC.  These,  as 
already  discussed,  are  enabling  U.S.  companies  to  be 
ready  to  launch  their  own  generic  versions  right  after  the 
expiration  of  the  marketing  exclusivity  period,  placing 
them  potentially  in  a  position  to  outpace  EC-based  com- 
panies, hindered  by  their  local  regulations.  This  could 
induce  some  Canadian  and  U.S.  companies  to  develop  a 


base  in  Europe,  reversing  the  traditional  direction  of 
generic  flows  across  the  ocean. 

Logical  consequences  of  this  could  be: 

•  The  forging  of  strategic  alliances  between  North 
American  and  EC-based  companies  in  the  quest  of  econo- 
mies of  scale,  and 

•  An  acceleration  in  the  pace  of  consolidation  among 
EC  generic  companies,  a  trend  already  prompted  by  the 
crumbling  national  barriers  among  the  various  EC  mem- 
ber countries. 

Exposed  And  Vulnerable 

EC-based  producers  of  bulk  generics  are  potentially 
the  most  exposed  and  vulnerable  to  the  SPC  impaa. 
Indeed,  the  lack  of  any  explicit  Waxman-Hatch  type  of 
provision  could  preclude  these  companies  from  develop- 
ing a  production  process  and  supplying  even  sample 
quantities  for  experimental  purposes  for  products  where 
the  marketing  exclusivity  period  has  not  yet  elapsed. 

Currently,  as  can  be  seen  in  some  advertisements  in  the 
trade  publications,  sample  quantities  of  patent-protected 
active  ingredients  can  be  obtained  in  the  United  States 
from  bulk  suppliers  for  "experimental  purposes."  These 
purposes  include  the  development  of  Drug  Master  Files 
and  Abbreviated  New  Drug  Application  files  for  generic 
preparations. 

Now  that  the  SPC  has  been  adopted,  European  pro- 
ducers potentially  no  longer  could  be  allowed  to  offer 
these  sample  quantities  of  active,  patent/SPC  protected 
products  even  to  non-European  customers.  Although  this 
hinges  on  a  rigorous  and  restrictive  application  of  the  SPC 
regulation,  this  issue  represents  a  major  concern  as  it 


Table  111:  Possible  Implications  of  the  SPC  on  the  Various  Players  in  the  EC  Generic  Scene 

Industry  Participant 

Threat 

Opportunity 

Patent  Holders 

•  Extends  marketing  exclusivity  de  facto  to  17  years 

•  Possibility  to  control  generic  competitor 

EC-based  formulated 
generic  producers 

Delays  the  product  development  cycle, 
placing  them  at  a  disadvantage  compared  to 
North  American  competitors 

EC-based  producers  of 
bulk  generics 

Could  prevent  them  from  supplying  new  bulk 
generics  on  a  w/orldwide  basis  before  date  of 
SPC  expiration 
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potentially  could  deprive  the  world  generic  industry  of  a 
major  source  of  bulk  active  ingredients  at  least  before  the 
patent  expiration  date. 

The  consequences  for  EC-based  bulk  generics  sup- 
pliers could  be  far  reaching  as  it  could  place  them  at  a 
major  competitive  disadvantage  compared  to  non  EC- 
based  producers  (e.g.,  North  American,  Indian  or  even 
East  European  based  suppliers)  who  would  be  able  to 
qualify  as  suppliers  much  earlier  in  the  process.  This 
would  de  faao  prevent  European  suppliers  from  compet- 
ing for  most  bulk  actives  now  running  out  of  patent.  A 
logical  consequence  of  this  could  be  a  complete  reshap- 
ing of  the  bulk  generic  supply  structure,  the  center  of 
gravity  of  this  industry  possibly  eventually  moving  outside 
the  EC. 


New  Strategies  Required 

Facing  this  prospea  EC-based  bulk  producers  who 
want  to  secure  their  long  term  future  will  need  to  develop 
new  strategies.  These  may  include; 

•  Establishing  a  base  outside  the  EC  to  circumvent  the 
possible  restrictions  associated  with  the  SPC  by,  as  an 
example,  performing  outside  the  EC  the  last  synthesis 
steps;  and 

•  Developing  their  activities  in  other  segments  of  the 
pharmaceutical  fine  chemicals  industry  such  as  an  ex- 
ample custom  synthesis.  In  this  respea  Fabbrica  Italiana 
Sintetid-Vicenza-Italy  (FIS)  probably  represents  an  inter- 
esting pace-setting  example.  Anticipating  the  SPC  threat, 
FIS,  a  company  traditionally  exclusively  focused  on  the 
bulk  generic  market,  has  reoriented  its  business  portfolio 
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toward  custom  synthesis,  and  it  is  now  emerging  as  a 
significant  player  in  this  field. 

Far-Reaching  Implications 

Due  to  the  absence  of  explicit  Waxman-Hatch  provi- 
sions and  the  substantial  room  left  for  legal  interpretation, 
the  SPC  regulation  recently  adopted  in  the  EC  is  likely  to 
have  far  reaching  implications  on  the  local  generic  in- 
dustry. 

The  marketing  exclusivity  period  pxxentiaily  is  ex- 
tended beyond  what  had  been  originally  intended  by  the 
authorities  as  the  development  of  generic  formulations 
could  Stan  only  after  the  expiration  of  the  SPC. 

The  EC-based  producers  of  formulated  and  bulk  gener- 
ics could  be  placed  at  a  major  competitive  disadvantage 
compared  to  their  non-EC  counterparts. 

U.S.  and  Canadian-based  generic  producers  could  be 
in  an  ideal  position  to  attack  the  EC  market,  outpacing 
local  competitors,  having  their  "homework"  already  done 
on  the  very  first  day  of  the  SPC  expiration  date. 

EC-based  bulk  generic  producers  virtually  could  be 
locked  out  of  the  market  and  may  have  no  choice  but  to 
establish  a  base  outside  the  EC  or  reorient  their  business 
portfolio. 

All  these  considerations,  combined  with  the  fun- 
damental trends  occurring  in  the  health  care  scene  favor- 
ing the  development  of  generics,  could  increasingly 
stimulate  innovative  companies  to  reconsider  their  strate- 
gies in  the  generic  field.  Possibly  these  strategies  may 
include  the  development  and  launch  of  their  own  generic 
versions  blocking  de  facto  traditional  generic  suppliers. 
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The  Chairman.  Thank  you  very  much,  Mr.  Katz,  and  also  your 
associates,  for  attending  this  morning.  We  will  have  questions  mo- 
mentarily. 

Our  last  witness  is  Mr.  Mossinghoff.  Thank  you  for  being  here. 

STATEMENT  OF  GERALD  J.  MOSSINGHOFF,  PRESIDENT,  PHAR- 
MACEUTICAL MANUFACTURERS  ASSOCIATION,  WASHING- 
TON, DC 

Mr.  Mossinghoff.  Thank  you,  Mr.  Chairman  and  Senator 
Cohen. 

The  evidence  in  our  view  is  compelling  that  competition  is  work- 
ing in  the  pharmaceutical  market.  Radical  changes  have  occurred 
and  are  continuing  to  occur  in  that  market.  These  changes  are  re- 
straining drug  prices  for  existing  and  new  drugs. 

An  article  in  the  May  3  issue  of  Fortune  Magazine  this  year  stat- 
ed it  very  well. 

No  matter  what  happens  in  Washington,  market  forces  are  already  bringing  the 
lower  drug  prices  politicians  and  consumers  seek.  Two  factors  have  converged  to 
change  the  prognosis  for  the  industry:  the  onset  of  managed  care  has  altered  de- 
mand; and  a  profusion  of  low-cost  alternatives  to  high-priced  drugs  has  already  in- 
creased supply. 

In  the  Price  Waterhouse  study  that  Senator  Cohen  earlier  re- 
ferred to  today,  their  conclusion  is  "Drug  manufacturers'  prices  in- 
creased at  a  3.5  percent  rate  during  the  year  ending  with  the  sec- 
ond quarter  of  1993,  2.6  percentage  points  less  than  the  consumer 
price  index  for  all  medical  care  and  only  slightly  more  than  the  CPI 
for  all  items." 

I  show  that  on  page  3  of  my  testimony  where  the  chart  shows 
how  much  lower  the  pharmaceutical  price  increases  are  than  all 
Medical  CPI  and  only  0.4  percent  higher  than  the  overall  CPI  at 
that  point. 

In  the  Price  Waterhouse  study,  we  asked  them  to  look  at  the 
combined  effect  of  new  laws  starting  with  OBRA  1990,  going 
through  the  rebates  to  the  Veterans  Administration  and  the  De- 
fense Department,  user  fees  specified  for  FDA  and  the  revenue- 
raising  provisions  under  OBRA  1993. 

The  financial  impact  of  this  legislation  is  shown4)n  the  chart  on 
page  4  of  my  testimony.  The  cost  to  pharmaceutical  companies  as 
a  result  of  the  four  new  drugs  is  $14.5  billion  from  1994  through 
1998.  The  annual  average  cost  of  the  legislation,  almost  $3  billion, 
represents  almost  25  percent  of  the  industr/s  total  investment  in 
research  and  development  in  1993. 

If  the  four  new  laws  had  been  in  effect  in  1992,  Price  Waterhouse 
has  calculated  that  the  pharmaceutical  industry  would  have  faced 
a  tax  burden  rate  of  41.4  percent  of  pre-tax  income.  The  burden 
rate  includes  the  four  laws  that  I  have  mentioned. 

Price  Waterhouse  goes  on  to  say, 

If  the  Administration's  Health  Security  Act  were  enacted,  the  combined  burden 
rate  would  initially  rise  to  55.3  percent  of  pharmaceutical  industry  income  due  to 
the  proposed  Medicare  rebate,  and  then  drop  to  44.2  percent  in  1998  when  the  Med- 
icaid rebates  are  scheduled  to  terminate  unaer  the  Administration's  plan. 

Mr.  Chairman,  before  I  end,  let  me  just  say  that  if  we  had  to  put 
the  industry's  policy  on  pharmaceutical  coverage  in  health  care  re- 
form on  a  bumper  sticker,  we  would  put  three  words  on  there, 
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"Coverage,  Competition,  and  Cures."  We  recommend  and  fully  sup- 
port the  President's  plan  to  provide  coverage  for  aU  Americans  ei- 
ther through  Medicare  or  through  the  overall  general  benefit. 

We  do  that  in  the  full  knowledge  that  expanded  drug  coverage, 
as  defined  in  the  Administration's  proposal,  would  result  in  a  net 
loss  for  many  research  companies.  One  of  the  most  respected  econo- 
mists has  done  a  study  for  PMA  and  for  others  and  unveiled  the 
results  yesterday  at  a  major  PMA  conference.  He  estimates  that 
the  coverage  as  defined  in  the  President's  plan  would  result  in  a 
net  loss  to  research  companies  as  high  as  11.2  percent.  At  the  same 
time,  there  would  be  a  gain  to  generic  companies  of  51.4  percent. 

There  would  be  increased  buying,  as  you  point  out,  but  there  will 
be  so  many  incentives  to  substitute  lower-priced  generic  drugs  that 
I  think  every  responsible  health  economist  that  looks  at  this  is 
going  to  see  a  net  loss  for  the  research  companies. 

Notwithstanding  that,  we  support  coverage.  We  believe  that  the 
second  part  of  the  bumper  sticker,  competition,  is  working  and 
should  be  relied  upon  to  work  to  restrain  price  increases  and  re- 
strain the  prices  of  new  drugs. 

Then  finally,  the  third  principal  is  that  the  discovery  of  new 
cures  must  be  encouraged  as  the  best  way  to  maintain  and  improve 
the  quality  of  care  for  patients  and  to  contain  health  care  costs  now 
and  for  future  generations. 

Mr.  Chairman,  that  concludes  my  statement. 

[The  prepared  statement  of  Mr.  Mossinghoff  follows:] 
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I  Association 


GERALD  J.  MOSSINGHOFF 

PRESIDENT 

PHARMACEUTICAL  MANUFACTURERS  ASSOCIATION 

BEFORE  THE 

SPECIAL  COMMITTEE  ON  AGING 
UNITED  STATES  SENATE 

NOVEMBER  16,  1993 


Mr.  Chairman  and  Members  of  the  Committee: 

I  am  Gerald  J.  Mosslnghoff,  President  of  the  Pharmaceutical 
Manufacturers  Association.   PMA  represents  more  than  100 
research-based  pharmaceutical  companies  —  including  more  than  30 
of  the  country's  leading  biotechnology  companies  —  that 
discover,  develop  and  produce  most  of  the  prescription  drugs  used 
in  the  United  States  and  a  substantial  portion  of  the  medicines 
used  abroad.   I  appreciate  the  opportunity  to  appear  today  at 
this  important  hearing  on  price  competition  in  the  prescription- 
drug  industry. 

I  will  address  the  Chairman's  four  questions  in  the  context 
of  today's  pharmaceutical  market  —  how  the  industry  and  drug 
prices  are  being  affected  by  major  market  changes. 

The  Market  Works 

The  evidence  is  compelling  that  competition  is  working  in 
the  pharmaceutical  market.   Radical  changes  have  occurred  and  are 
continuing  to  occur  in  that  market  —  and  these  changes  are 
restraining  d_-ug  prices  for  existing  and  new  drugs.   As  an 
article  in  the  May  3,  199  3  edition  of  Fortune  magazine  reported: 

"No  matter  what  happens  in  Washington  market  forces  are 
already  bringing  the  lower  drug  prices  that  politicians  and 
consumers  seek.   Two  factors  have  converged  to  change  the 
prognosis  for  the  industry:   The  onset  of  managed  care  has 
altered  demand,  and  a  profusion  of  low-cost  alternatives  to  high- 
priced  drugs  has  increased  supply." 

In  an  April  1993  study.  The  Boston  Consulting  Group  (BCG) 

stated  that,  "Managed  care  grew  explosively  in  the  1980s 

Managed  care  organizations  use  a  number  of  tools  to  reduce  drug 
budgets,  including  formularies,  drug  utilization  review,  generic 
substitution,  aggressive  discount  negotiations,  and  demands  for 
demonstration  of  the  economic  value  of  the  products.   Their 
success ,  particularly  in  more  active  therapeutic  areas  where 
several  competitive  compounds  are  available  (e.g.,  H2 
antagonists ,  ACE  inhibitors ) ,  has  put  intense  pressure  on  the 
pharmaceutical  industry  to  deliver  high  value  for  low  cost." 

Unlike  European  Governments,  the  U.S.  Government  decided  to 
rely  on  generic  competition  to  control  prescription-drug  costs 
with  the  enactment  of  the  Drug  Price  Competition  and  Patent  Term 
Restoration  Act  of  1984.   The  law  accelerated  the  approval  of 
generic  products  by  the  Pood  and  Drug  Administration.  As  a 
result,  the  generic  share  of  the  prescription-drug  market 
increased  from  15  percent  in  1983  to  more  than  30  percent  in 
1989.   By  next  year,  more  than  50  percent  of  all  new  prescrip- 
tions In  the  U.S.  are  expected  to  be  filled  by  generics. 
Continued  strong  growth  in  the  generic  Industry  Is  anticipated  as 
200  drugs  representing  $22  billion  in  1991  sales  will  come  off 
patent  during  the  1990s. 

In  addition,  18  PMA  companies,  representing  about  two-thirds 
of  the  U.S.  market  for  prescription  drugs.  Individually  and 
voluntarily  are  keeping  their  average  price  increases  at  or  below 
the  inflation  rate. 
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These  major  market  changes  —  spurred  by  the  growth  of 
managed-care  programs,  generic  conpatltion  and  concerns  about 
possible  price  regulation  —  have  had  an  enormous  Impact  on 
pharmaceutical  companies.  Twelve  leading  companies  have 
announced  cuts  of  more  than  27,000  employees  In  just  the  past 
year.  And,  according  to  an  October  21,  1993  report  by  Price 
Waterhouse,  'The  13  pharmaceutical  companies  tracked  by  Standard 
and  Poor's  lost  $90  billion  In  market  value  over  the  18-month 
period  ending  on  June  30,  1993.' 

Price  Increases  Moderating 

As  a  result  of  these  powerful  market  forces  and  voluntary 
company  actions,  price  Increases  for  existing  and  new  drugs  are 
dramatically  slowing  during  the  1990s.   In  Its  study.  Price 
Waterhouse  reported  that,  'Drug  manufacturers'  prices  Increased 
at  a  3.5  percent  rate  during  the  year  ending  with  the  second 
quarter  of  1993  —  2.6  percentage  points  less  than  the  Consumer 
Price  Index  for  medical  care  and  only  slightly  more  than  the  CPI 
for  all  Items,'  as  shown  In  Figure  1  below.  The  Price  waterhouse 
ccRiparlson  was  based  on  a  more  comprehensive  and  accurate 
producer  Index  for  pharmaceuticals  than  that  used  by  the  Bureau 
of  Labor  Statistics  (BLS).  In  response  to  academic  criticism 
that  Its  Producer  Price  Index  for  pharmaceuticals  significantly 
overstates  the  actual  rate  of  price  Increase,  the  BLS  has 
annoiinced  that  It  will  substantially  revise  Its  Index  beginning 
In  January. 


PRICE  INDICES,  1989-1993 
PERCENT  CHANGES 
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Figure  1 . 

Prices  for  new  products  also  show  a  moderating  trend.   In 
Its  study,  BCG  found  that  prices  for  new  products  approved  and 
launched  during  1991-1992  were  on  average  14  percent  lower  than 
the  leading  product  In  the  same  therapeutic  category.   BCG 
stated,  "In  therapeutic  areas  In  which  multiple  new  products  were 
Introduced  Introductory  prices  were  discounted  further  relative 
to  existing  products.   For  example,  four  new  ACE  Inhibitors  were 
launched  In  1991-1992,  with  an  average  introductory  price  36 
percent  below  the  market  segment  leader . " 

New  Laws  Already  Cost  $14.5  Billion 

On  top  of  these  dramatic  market  changes,  new  Federal 
legislation  Is  having  an  enormous  financial  Impact  on 
pharmaceutical  companies.   In  its  study.  Price  Waterhouse 
calculated  the  combined  Impact  on  pharmaceutical  companies  of: 

o  Medicaid  rebates  on  prescription  drugs  mandated  by  the 
Onnibus  Budget  Reconciliation  Act  (OBRA)  of  1990. 

o  Rebates  to  the  Veterans  Administration  and  the  Defense 
Department  required  by  the  Veteran's  Health  Care  Act  of  1992. 

o  User  fees  specified  by  the  Prescription  Drug  User  Fee  Act 
of  1992. 

o  The  revenue-raising  provisions  provided  under  OBRA  1993. 

The  financial  Impact  of  this  legislation  is  shown  in  the 
chart  below: 
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Tha  costs  to  phazaacauticol  campanies  as  a  rasult  of  the 
four  new  Federal  laws  will  total  $14.5  billion  from  1994  through 
1998.   The  average  «wmi»i  cost  of  the  legislation  —  $2.9  billion 
a  year  —  represents  aljMst  25  percent  of  the  Industry's  total 
investment  in  research  and  davelopnent  in  1993. 

Huge  Increase  In  Tax  Burden  Rate 

If  the  four  new  Federal  laws  mentioned  above  had  been  in 
effect  in  1992,  Price  Materhouse  has  calculated,  the 
pharmaceutical  Industry  would  have  faced  a  tax  burden  rate  of 
41.4  percent  of  pre-tax  incotne.  The  'burden  rate*  includes 
Medicaid  rebates,  veterans'  discounts  and  FDA  user  fees,  plus 
Federal  income  taxes.  The  industry's  actual  tax  rate  in  1992  was 

31.2  percent.  Price  Waterhouse  also  calculated  the  additional 
intact  of  the  Administration's  proposed  Medicare  rebate  as  if  it 
had  been  in  effect  in  1992: 

'If  the  Administration's  Bealth  Security  Act  were  enacted, 
the  combined  burden  rata  would  initially  rise  to  55.3  percent  of 
pharmaceutical  industry  Inccme  due  to  the  proposed  Medicare 
rebate,  and  then  drop  down  to  44.2  percent  in  1996  when  Medicaid 
rebates  are  scheduled  to  terminate  under  the  Administration's 
plan.' 

At  either  44.2  percent  without  the  Medicaid-rebate  tax  or 

55.3  percent  with  it,  the  enormous  additional  financial  burden  on 
pharmaceutical  companies  inevitably  would  siphon  away  funds 
available  for  tha  research  and  development  of  new  life-saving, 
cost-effective  medicines. 


Healthcare  Reform 

Turning  to  healthcare  reform,  our  companies  support 
President  Clinton's  goal  of  assuring  healthcare  security  for  all 
Americans  without  sacrificing  quality  of  care.  To  accomplish 
this  goal,  comprehensive  healthcare  reform  is  needed.   Total 
healthcare  costs  are  rising  too  fast.  And  too  many  people  lack 
coverage  for  necessary  medical  care,  including  prescription 
drugs.   These  problems  must  be  addressed. 

The  Administration  is  to  be  commended  for  proposing  a 
comprehensive  healthcare-reform  plan  that  addresses  all  elements 
of  an  extremely  complex  healthcare  system.   We  support 
strengthening  consumer  choice  among  competing  private  plans, 
rather  than  mandating  a  single-Government  payer.  We  support 
providing  comprehensive  benefits,  including  prescription  drugs, 
for  all  Americans.  We  support  continuous  coverage  regardless  of 
illness.  We  support  greater  emphasis  on  prevention  and  medical 
outcomes.  And  we  support  strong  safeguards  to  ensure  quality 
care.  We  also  are  pleased  that  the  Administration  has  indicated 
that  it  will  remain  flexible  and  open  to  constructive  suggestions 
on  ways  to  improve  its  proposal.  We  believe  that  there  must  be 
greater  reliance  on  the  free  competitive  market  in  a  reformed 
healthcare  system. 
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Coverage 

As  Congress  begins  work  to  achieve  comprehensive  healthcare 
reform,  we  believe  three  overriding  principles  must  be  kept  In 
mind.  The  first  Is  that  coverage  for  prescription  drugs  must  be 
provided  to  all  Americans  just  like  coverage  for  other  medical 
treatments.   Drugs  not  only  prevent  disease  suid  save  lives  — 
they  save  money.  They  keep  patients  out  of  hospitals,  out  of 
nursing  homes,  out  of  emergency  rooms,  out  of  doctors'  offices 
and  out  of  surgery.   And  to  ensure  that  there  is  no  disincentive 
to  the  use  of  drugs,  we  urge  that  they  be  Included  in  a  common 
deductible  with  other  medical  services.   The  Industry  takes  this 
position  with  the  full  knowledge  that  expanded  drug  coverage,  as 
defined  in  the  Administration's  proposal,  would  result  in  a  net 
loss  for  many  companies. 

Drugs  are  not  only  the  most  cost-effective  form  of  medical 
treatment  —  they  represent  a  small  share  of  national  healthcare 
expenditures.   Outpatient  prescription  drugs  as  a  percentage  of 
national  healthcare  expenditures  have  declined  from  8.9  percent 
in  1965  to  just  4.8  percent  in  1991.  While  healthcare  costs  have 
increased  rapidly,  the  share  of  Gross  Domestic  Product  spent  on 
prescription  drugs  has  remained  relatively  constant  for  the  past 
three  decades  —  at  just  over  one-half  of  1  percent,  as  shown  in 
Figure  2  below. 
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Figure  2. 

Competition 

The  second  principle  is  that  market  competition  can  and  must 
be  relied  on  to  control  costs,  without  Federal  Government  price 
regulation  or  other  unnecessary  and  antl-competltlve  Government 
intrusion  In  the  market.   As  has  already  bean  discussed, 
competition  is  working  in  the  pharmaceutical  market  of  the  1990s, 
greatly  moderating  the  rate  of  price  Increases  for  existing  and 
new  prescription  drugs. 

Cures 

The  third  principle  Is  that  the  discovery  of  new  cures  must 
be  encouraged  as  the  best  way  to  maintain  and  improve  the  quality 
of  care  for  patients  and  to  contain  healthcare  coats,  now  and  for 
future  generations. 

Unlike  many  other  'I.S.  Industries,  the  research-based 
pharmaceutical  Industry  continues  to  Increase  its  investment  in 
research  and  development.  The  industry  has  doubled  its  RbD 
expenditures  every  five  years  since  1970.  This  year,  the 
industry  will  spend  $12.6  billion  on  R&D  —  a  13.2  percent 
increase  over  1992,  as  shown  In  Figure  3  below.  The  industry 
will  spend  16.7  percent  of  Its  sales  on  research  and  development 
in  1993  —  compared  to  an  average  of  3.7  percent  for  "H 
Industries  engaged  in  R&D. 
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Figure  3. 

In  the  Briefing  Book  on  Its  healthcare- reform  proposal  sent 
to  Members  of  Congress  on  October  13,  the  Administration 
discussed  the  value  of  biomedical  research  generally  in  terms 
that  eloquently  describe  the  value  of  pharmaceutical  Rt.D:   "The 
history  of  American  medicine  is  in  large  part  the  story  of 
tremendous  advances  in  medical  research  that  has  saved  lives, 
improved  the  c[uallty  of  care  and  helped  reduce  health  care  costs. 
Advancing  research  and  technology  increases  the  potential  for 
more  effective,  low-cost  treatments.  Small  investments  in 
research  have  historically  paid  billion  dollar  dividends  in 
decreased  costs  and  restoration  of  productivity.' 

Just  as  medicines  have  conquered  diseases  of  the  past. 
Including  tuberculosis,  polio,  syphilis  and  diphtheria,  the 
Industry's  new  therapies  will  succeed  in  combatting  the  diseases 
of  the  present  —  if  the  incentives  for  pharmaceutical  Innovation 
are  preserved.  Pharmaceutical  breakthroughs,  including  those 
from  biotechnology,  provide  the  best  hope  that  new  cures  and 
treatments  will  be  developed.  The  rise  of  biotechnology  follows 
earlier  scientific  advances  that  also  led  to  better  linderstanding 
of  diseases  and  ultimately  more  effective  medicines.  Pharma- 
ceutical innovation  has  followed  a  pattern  in  the  treatment  of 
disease  —  from  the  relief  of  symptoms,  to  control  of  disease 
mechanisms  and  finally  to  cure  or  prevention.  Products  now  in 
the  pipeline  could  provide  more  cures  and  better  controls  for 
many  of  today's  most  intractable  and  costly  diseases. 

For  example,  the  industry  has  almost  300  medicines  in  human 
clinical  trials  or  awaiting  approval  at  the  Food  and  Drug 
Administration  for  just  eight  diseases  that  afflict  older 
Americans.  These  eight  diseases  alone  —  osteoporosis,  diabetes, 
stroke,  depression,  arthritis,  Alzheimer's,  cancer  and 
cardiovascular  disease  —  cost  the  United  States  more  than  $430 
billion  a  year,  as  shown  in  Figure  4  below.  A  cure  for  just  one 
of  these  diseases  would  produce  enormous  benefits  by  improving 
patient  health  and  cutting  healthcare  costs. 
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We  believe  the  three  principles  just  discussed  —  coverage, 
competition  and  cures  —  are  fully  consistent  with  the  six  goals 
specified  by  President  Clinton  for  his  healthcare-reform  plan. 
We  do,  however,  have  concerns  about  specific  provisions  In  the 
Administration's  bill  that  we  will  address  as  consideration  of 
healthcare-reform  proceeds  in  Congress,  we  are  confident  these 
concerns  can  be  accoonodated  In  a  manner  that  is  ccnipatible  with 
the  President's  goals. 

Let  me  now  turn,  Mr.  Cbalman,  to  the  four  questions  you 
have  asked. 

1.  Question:   "Are  the  manufacturers'  voluntary  restraints 
able  to  contain  the  price  Increases  on  individual  retail 
drug  package  sizes?" 

Answer:  Whether  manufacturers'  voluntary  restraints  are 
able  to  contain  the  price  increases  on  individual  retail  drug 
package  sizes  really  depends  on  the  precise  terns  of  a 
manufacturer's  voluntary  pledge.  But  the  fact  is  that  voluntary 
company  restraints  and  market  forces,  as  described  at  the  outset 
of  this  statement,  are  having  a  dramatic  Impact  in  moderating 
prescription-drug  price  Increases.  As  the  October  21,  1»93  Price 
Waterhouse  study  reported,  "Drug  manufacturers'  prices  increased 
at  a  3.5  percent  rate  during  the  year  ending  with  the  second 
quarter  of  199  3  —  2.6  percentage  points  less  than  the  Consumer 
Price  Index  for  medical  care  and  only  slightly  more  than  the  CPI 
for  all  Items."   In  an  October  1,  199  3  letter.  Assistant  Attorney 
General  Anne  K.  Bingaman  responded  to  a  PMA  request  for  a 
Business  Review  Letter  that  proposed  a  plan  under  which 
individual  PMA  companies  voluntarily  and  Independently  could  keep 
their  price  increases  at  or  below  the  inflation  rate.   While 
denying  PMA's  request,  she  wrote,  "Price  competition  in  the 
pharmaceutical  industry  has  been  increasing  rapidly  in  recent 
years  and  is  expected  to  increase  further  as  managed  care  assumes 
a  larger  role  in  providing  health  care." 

2.  Question:   "The  PMA  says  that  'voluntary'  restraints  are 
working,  yet  not  all  manufacturers  have  made  a  commitment  to 
limit  drug  price  Increases.  When  will  the  remainder  make  a 
meaningful  commitment? 

Answer:   Eighteen  PMA  companies,  whose  sales  represent  about 
two-thirds  of  the  U.S.  prescription-drug  market,  have  voluntarily 
and  independently  pledged  to  limit  their  weighted-average  price 
increases  to  no  more  than  the  rate  of  inflation  —  and  they  are 
honoring  their  pledges.   The  pricing  data  mentioned  earlier  in 
this  statement  reflect  the  Impact  of  these  voluntary  actions  and 
increasingly  competitive  market  forces.   Given  the  unambiguous 
position  of  the  Department  of  Justice,  in  responding  to  PMA's 
request  for  a  Business  Review  Letter,  that  the  Association  should 
play  no  role  in  company  pricing  decisions,  PMA  is  not  in  a 
position  to  inquire  whether  additional  companies  will  limit  their 
price  Increases. 

3.  Question:  What  are  the  'market  forces'  that  Influence 
the  price  of  breakthrough  drugs  that  have  no  competitors, 
such  as  Foscavir,  Betaseron,  and  Ceredase? 

Answer:   As  stated  at  the  beginning  of  this  testimony,  PMA 
is  an  Association  of  more  than  100  research-based  pharmaceutical 
companies.  As  an  Association  of  competitive  individual 
companies,  PMA  does  not  —  indeed,  cannot  for  antitrust  reasons 
—  become  involved  in  Individual  company  pricing  decisions.   The 
companies  themselves  are  in  the  best  position  to  explain  the 
market  forces  that  influence  the  price  of  their  drugs . 

4.  Question:   How  will  mergers  and  acquisitions  in  the 
pharmaceutical  industry  impact  on  competition  and 
pharmaceutical  prices? 

Answer:   In  its  October  21,  1993  report.  Price  Waterhouse 
stated,  "The  Industry  also  has  responded  to  current  market 
conditions  through  mergers  and  acquisitions  as  well  as  strategic 
alliances  and  cooperative  agreements."  As  an  Association  of 
competitive  individual  companies,  PMA  cannot  for  antitrust 
reasons,  and  thus  does  not,  involve  itself  in  any  Individual 
company's  strategic  planning  or  business  decisions.  The  Federal 
Government  can  review  and  challenge  any  action  that  raises 
antitrust  concerns. 

PMA's  most  recent  survey  showed  that  the  research-based 
pharmaceutical  industry  is  highly  competitive.  No  company  has 
more  than  a  7.5  percent  share  of  the  U.S.  market,  and  the  20 
largest  firms  account  for  about  75  percent  of  the  market. 

Mr.  Chairman,  that  concludes  my  prepared  Statement.   I  would 
be  pleased  to  respond  to  any  questions  that  you  or  other  Members 
of  the  Committee  may  have. 
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The  Chairman.  Thank  you,  Mr,  Mossinghoff.       -- 

If  I  might  suggest  a  fourth  part  of  the  bumper  sticker  might  read 
"cost  containment."  If  you  have  coverage,  competition,  cures,  and 
then  add  cost  containment  for  the  American  consumer,  I  think  you 
would  have  a  good  bumper  sticker  and  certainly  one  that  I  would 
support. 

Mr.  Mossinghoff.  Mr.  Chairman,  we  would  put  that  in  the  sec- 
ond one,  which  is  competition. 

The  Chairman.  WeU,  that  is  what  we  are  going  to  be  debating 
and  discussing  in  the  next  several  months  ahead.  Not  only  in  this 
Committee,  but  in  the  Senate  Finance  and  all  the  committees  of 
the  House  and  Senate  together,  as  well  as  the  American  people  and 
the  providers.  How  can  we,  for  the  American  consumer,  find  the 
best  possible  drugs  that  will  cure  the  diseases  of  our  time  and  our 
generation,  at  a  reasonable  cost? 

I  don't  think  there  is  anyone  on  this  Committee — especially  me — 
who  wants  to  see  no  profits  being  made  by  the  drug  industry.  We 
reahze  that  we  must  have  profits. 

Mr.  Mossinghoff.  Mr.  Chairman,  I  could  agree  with  that  state- 
ment if  you  added  "this  generation  and  future  generations"  to  it. 

The  Chairman.  I  would  certainly  subscribe  to  that. 

I  am  going  to  switch  gears  for  just  a  moment.  I  am  going  to  go 
to  Dr.  Wagner. 

Do  you  believe  that  the  so-called  advisory  council — as  proposed 
by  the  Clinton  plan — on  breakthrough  drugs  is  as  bad  as  we  have 
been  led  to  beheve?  We  hear  a  lot  of  people  say  that  this  is  a  new 
bureaucracy  and  it  is  going  to  overwhelm  the  ability  for  the  indus- 
try to  cope  with  breakthrough  drugs.  It  is  going  to  destroy  research 
and  development,  et  cetera. 

Where  do  you  see  this  new  council  in  the  whole  scheme  of 
things? 

Ms.  Wagner.  Well,  Mr.  Chairman,  I  think  my  philosophy  would 
start  first  with  tr5ring  to  deal  with  structuring  or  restructuring  the 
market  for  drugs  to  assure  that  price  competition  emerges  as 
quickly  as  possible  for  breakthrough  drugs  through  more  active 
management  of  the  process  of  regulating  new  drugs. 

But  if  that  doesn't  work,  I  think  the  next  least  dangerous  inter- 
vention would  be  to  try  to  exact  a  cost  in  good  will,  basically,  for 
those  manufacturers  who  do  clearly  seem  to  be  violating  the  spirit 
of  responsible  pricing  of  breakthrough  drugs. 

The  advisory  council,  as  I  have  read  it,  really  does  Uttle  more 
than  publish  and  make  the  public  aware  of  their  opinions  about  the 
reasonableness  of  prices.  So  I  would  say  that  it  is  a  relatively  less 
malignant  approach  to  dealing  with  the  price  problem  than  cer- 
tainly outright  price  controls  would  be. 

The  Chairman.  Dr.  Wagner,  I  am  going  to  ask  this  same  ques- 
tion to  Mr.  Whitener  in  just  a  few  moments.  As  an  expert  in  this 
field,  and  as  a  result  of  your  recent  study,  what  would  you  suggest 
to  the  Congress?  How  might  we  proceed  in  making  the  drug  mar- 
ketplace more  competitive?  Are  we  on  the  right  track? 

Ms.  Wagner.  I  certainly  believe  that  the  growth  of  this  managed 
pharmacy  concept  has  real  potential  because  it  is  not  just  linked 
to  managed  care  plans  but  can  actually  be  implemented  by  indem- 
nity insurance  plans.  I  think  that  letting  that  process  evolve  and 
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letting  the  potential  for  generic  substitution  inherent  in  that  proc- 
ess evolve  is  one  good  way  to  start. 

I  am  concerned,  though,  that  the  Medicare  benefit,  as  it  is  cur- 
rently structured  in  the  President's  plan,  takes  Medicare  out  of 
that  competitive  structure  and  recreates  a  fee-for-service  system. 
That,  then,  creates  all  the  problems  the  President's  plan  has  other- 
wise tried  to  overcome. 

The  single  move  that  I  would  like  to  see  would  be  some  way  of 
encouraging  as  part  of  this  Medicare  prescription  drug  benefit,  that 
they  be  folded  in  somehow  into  managed  care  pharmacy. 

The  Chairman.  Mr.  Whitener,  I'm  going  to  turn  to  you  now.  The 
lights  are  not  working,  but  I  think  my  time  is  about  to  expire  and 
then  I  will  yield  to  Senator  Cohen. 

Tell  me  what  we  might  do  in  Congress  to  increase  competition 
in  the  drug  marketplace. 

Mr.  Whitener.  Of  course,  the  Commission  hasn't^  made  any  pro- 
nouncements in  that  area.  I  do  have  a  few  observations,  and  I 
would  say  that  we  have  been  instructed,  to  a  large  degree,  by  some 
of  the  findings  that  have  been  made  in  the  OTA  work  in  this  area. 

It  seems  to  me  that  fi*om  a  competitive  standpoint  the  problem 
lies  in  identifying  the  impediments  in  this  marketplace  to  the  func- 
tioning of  competitive  forces.  There  are  some  very  distinctive  fac- 
tors in  these  markets.  Some  of  them  flow  from  policy  choices,  like 
patent  policies,  that  antitrust  law  has  to  more  or  less  take  as  a 
given. 

But  it  seems  to  me  that  there  are  three  or  four  other  structural 
problems  that  could  be  addressed.  One  approach  is  to  use  the  ad- 
vantage that  can  be  obtained  through  collective  purchasing.  This  is 
an  idea  that  underlies  the  Administration's  plan  and  other  reform 
proposals.  There  is  no  reason,  it  seems  to  me,  why  the  Government 
can't  use  market  forces  and  collective  purchasing  to  the  extent  that 
it  becomes  a  more  substantial  purchaser  of  pharmaceuticals 
through  Medicare  or  otherwise. 

The  Chairman.  Woula  that  increased  leverage  ultimately 
produce  prices  that  would 

Mr.  Whitener.  That's  right.  Structured  in  a  way  that  essentially 
relies  on  market  forces,  I  think  collective  purchasing  is  something 
that  is  recognized  as  a  way  to  lower  costs. 

Other  problems  that  might  be  addressed — and  I  don't  have  spe- 
cific proposals  for  how  to  address  them — are  some  of  the  informa- 
tion gaps,  and  some  of  the  lack  of  market  incentives,  that  exist  in 
this  industry.  Information  gaps  occur  among  physicians,  for  exam- 
ple, who  may  not  have  full  information  about  the  cost  of  what  they 
are  prescribing.  They  certainly  can  occur  among  patients. 

Incentive  failures  occur  in  these  markets  at  both  levels  as  well. 
This  has  been  widely  recognized  by  OTA  and  others.  Physicians 
may  lack  the  incentive  to  take  into  account  the  cost  of  what  they 
are  prescribing.  Consumers,  to  the  extent  that  they  are  subject  to 
third-party  reimbursement,  may  also  lack  those  incentives. 

And  in  both  the  public  and  private  sectors,  there  are  moves  being 
made  that  have  begun  to  overcome  these  failures.  On  the  private 
side,  managed  care  plans  take  on  the  risk  and  take  on  the  incen- 
tive to  address  the  information  problem  and  to  control  costs.  And 
to  some  extent,  as  Government  becomes  a  more  substantial  pur- 
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chaser,  it  seems  to  me  that  it  can  address  some  of  these  problems 
as  well.  If  Congress  can  find  ways  to  encourage  market  forces 
through  better  information  and  better  market  incentives,  it  seems 
to  me  that  that  is  one  approach  to  the  problem. 

The  Chairman.  Mr.  Whitener,  thank  you. 

With  regard  to  information  gaps,  just  this  morning  in  the  Wash- 
ington Post  there  was  an  article  I  am  going  to  have  placed  in  the 
record,  "Do  Doctors  Know  What  Prescriptions  Cost?"  The  finding 
here  is  that  many  do  not.  The  suggestion  is  that,  on  a  monthly 
basis,  physicians  should  be  mailed  up-to-date  price  lists  by  phar- 
macists. I  think  that  might  be  of  interest  to  our  panel. 

[The  referenced  article  follows:] 
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NEWS  AND  NOTES 


ESTROGEN  REPUVCEMENT 
MAY  FIGHT  ALZHEIMER'S 

EiStrogen  replacement  therapy  may  help 
slave  off  the  ravages  of  Alzheimer's  disease 
in  older  women,  new  research  suggests. 

Victor  W.  Henderson  and  his  colleagues 
at  the  University  of  Southern  California  in 
Los  Angeles  focused  on  a  large  retirement 
community  in  Laguna  Hills,  Cahf.,  and  the 
2,418  women  who  died  there  between  1981 
and  1992.  Comparing  the  127  women 
whose  death  certificates  mentioned  Alzhei- 
mer's disease  to  more  than  500  women 
vrith  no  evidence  of  the  disease,  the  re- 
searchers found  that  women  with  Alzhei- 
mer's were  significantly  less  likely  to  have 
taken  estrogen. 

Moreover,  the  risk  of  getting  Alzheimer's 
seemed  proportionate  to  the  amount  of  es- 
trogen taken,  with  higher  doses  and  longer 
duration  hnked  to  the  lowest  odds  of  getting 
the  disease,  Henderson  said  last  week  at 
the  annual  meeting  of  the  Society  for  Neu- 
roscience  in  the  District. 

A  separate  study  of  aging  and  dementia 
involving  235  living  women,  reported  by 
the  same  team,  found  that  healthy  women 
were  2Vi  times  more  hkely  to  have  taken 
estrogen  supplements  than  were  women  di- 
agnosed with  probable  Alzheimer's  disease. 
But  those  results  could  be  misleading,  the 
team  warned,  since  doctors  may  have  re- 
frained from  giving  estrogen  to  women  with 
early  signs  of  dementia. 

It's  not  clear  how  estrogen  might  help 
prevent  Alzheimer's.  But  if  the  link  is  con- 
firmed in  further  studies,  the  findings  would 
add  a  powerful  incentive  for  women  to  con- 
sider the  regimen,  which  has  stirred  con- 
troversy for  its  mixture  of  risks  and 
benefits. 

Besides  lessening  some  of  the  symptoms 
of  menopause,  estrogen  supplements  lower 
the  risk  of  heart  disease  and  osteoporosis 
but  increase  the  odds  of  getting  endometrial 
cancer.  Estrogen's  effects  on  the  risk  of 
breast  cancer  remain  uncertain,  and  some 
women  argue  that  it  is  overprescribed. 

—  Rick  WelM 

REINJURY  IS  LIKELIER 
FOR  ALCOHOLIC  PATIENT 

I  rauma  patients  who  are  drunk  when  ad- 
mitted to  the  hospital  are  much  more  Ukely 
than  sober  patients  to  be  rehospitalized  lat- 
er for  another  injury,  a  Seattle  study 
reports. 

The  new  findings  suggest  that  trauma  pa- 
tients ought  to  be  screened  for  alcohoUsm 
in  an  effort  to  prevent  a  'Velapse"  that 
would  send  them  back  to  the  hospital  for 
treatment  of  a  new  injury,  researchers  said. 

The  study  identified  all  adult  patients  ad- 
mitted to  Harborview  Medical  Center  in 
Seattle  with  "Ijlunt  or  penetrating  trauma" 
from  falls,  assaults  and  traffic  accidents 
over  a  two-year  period  beginning  March  1, 
1989.  Through  computer  records,  it  then 
tracked  which  patients  reentered  the  hos- 
pital between  March  2, 1989,  and  June  30, 
1992.  Patients  who  died  of  their  original  in- 
juries were  excluded. 

Of  the  2,578  patients  studied,  96  were 
back  in  the  hospital  again  during  the  follow- 
up  period  for  treatment  of  a  different  injury. 


DO  DOCTORS  KNOW  WHAT  PRESCRIPTIONS  COST? 

iVIost  new  medicines  are  introduced  to  doctors 
In  their  offices  by  sales  representatives  who 
drop  off  samples  and  extol  the  products' 
improvements,  safety  and  ability  to  relieve 
symptoms  or  cure  ailments.  But  if  the  Issue 
of  price  arises,  Information  Is  likely  to  be 
less  specific.  Many  times,  according  to 
Kansas  City  pharmacy  professor  Ashok 
K.  Gumbhir,  the  detail  men  just  say, 
"It  costs  no  more  than  one  cup  of 
good  coffee  per  day." 

To  find  out  how  much  doctors 
know  about  the  consumer  prices  of 
medicines,  students  at  the  School 
of  Pharmacy,  University  of 
Missouri-Kansas  City,  selected  the 
25  most  frequently  prescribed  drugs 
and  determined  the  usual  quantity 
of  each  drug  by  auditing 
prescription  files  at  area 
pharmacies.  Questionnaires 
sent  to  general  practitioners 
and  Internal  medicine 
specialists  asked  them  to 
estimate  what  their  patients 
paid  for  these  prescriptions. 
Answers  were  matched  against 
prices  In  the  pharmacies'  files. 

Physicians  underestimated  the 
true  cost  of  18  drugs,  and 
overestimated  the  cost  of  seven. 

In  presenhng  the  results  of  this 
exploratory  study  to  the  American 
Association  of  Pharmaceutical  Scientists 
meeting  In  Oriando  this  week,  Gumbhir  said  it 
was  also  discovered  that  the  prescribers  rarely  asked 
patients  about  their  drug  costs.  His  suggestion:  Physicians  should  be  mailed 
up-to-date  price  lists  by  pharmacists  on  a  regular  basis. 


Drugs  and  their  uses 

Amoxll  antibiotic  500  mg 

Cardizem  CD  heart  drug  40  mg 

Ceclor  antibiotic  500  mg 

Cipro  antibiotic  500  mg 

DiaBeta  diabetes  control  5  mg 

Feldene  arthritis  relief  20  mg 

Hismanal  antihistamine  10  mg 

Mevacor  loweis  blood  cholesterol  20  mg 

Naprosyn  nonsteroidal 
anti-Inflammatory  500  mg 

Orttio-novum  birth  control 

Premarin  estrogen  therapy  1.25  mg 

Prozac  antidepressant  20  mg 

Synthroid  thyroid  hormone  0.1  mg 

Vasotec  antihypertensive  5  mg 

Xanax  anxiety  disorder  0.25  mg 

Zantac  duodenal  or  gastric  ulcer  1 50  mg 

rjOTE:  Above  a^e  selected  samples  (fom  the  study 


Units 

Avg.  price 

Avg.  est. 

30 

$15.05 

$12.60 

30 

54.80 

60.00 

21 

78.26 

29.88 

20 

72.40 

21.35 

60 

39.66 

50.50 

60 

148.81 

95.90 

30 

50.08 

30.25 

90 

64.16 

30.60 

60 

74.91 

61.00 

28 

24.20 

10.50 

100 

59.10 

28.00 

30 

69.10 

30.80 

30 

9.65 

10.50 

60 

59.25 

31.45 

90 

51.11 

20.60 

60 

106.65 

80.00 
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The  Chairman.  At  this  point,  let  me  yield  to  Senator  Cohen. 

Senator  COHEN.  Thank  you,  Mr.  Chairman. 

Mr.  Katz,  why  did  you  smile  when  Senator  Pryor  read  that  par- 
ticular recommendation? 

Mr.  Katz.  The  reason  I  smiled  is  that  I  grew  up  in  a  phsirmacy 
in  a  small  town  in  New  York  owned  by  my  cousin.  I  could  gdways 
tell  you  what  detail  person  was  through  town  that  week  just  by 
what  the  pharmacists  received  in  prescriptions. 

The  Chairman.  What  do  you  mean  by  detail  person?  What  is 
that? 

Mr.  Katz.  Your  brand  name  companies  have,  in  effect,  sales- 
people. They  are  called  detail  people.  They  go  around  and  they  pre- 
scribe to  the  individual  physicians  on  a  regular  basis  their  prod- 
ucts— their  beta  antagonists,  their  blood  pressure  medication,  their 
diuretics — and  it  was  quite  obvious  very  often  just  by  looking  at  the 
prescriptions  coming  in  on  a  particular  day,  or  few  days,  exactly 
who  had  been  into  town  that  day.  You  could  see  that  so-and-so's 
detail  person  was  in  town  that  week  because  the  bulk  of  your  pre- 
scriptions from  the  physicians  were  just  from  that  company. 

Senator  COHEN.  Well,  what  about  what  Senator  Pryor  was  rec- 
ommending as  far  as  pharmacies  providing  a  hst  of  the  price  of 
name  brand  and  generics  to  local  physicians  on  a  regular  basis? 
That  is  more  paperwork  for  you,  I  suppose.  Is  there  any  merit  to 
that? 

Mr.  Katz.  I  would  rephrase  it.  I  would  put  it  a  Uttle  differently. 
To  give  a  physician  a  copy  of  a  price  list  is  just -another  piece  of 
paper  he  will  receive.  But  now  that  pharmacies  are  computerized 
to  a  great  extent,  I  don't  think  it  would  be  too  difficult  to  put  into 
the  computer  progrgim  within  the  pharmacy  an  abihty  for  the  phar- 
macist to  generate,  in  effect,  a  statement  covering  the  cost  of  all 
the  medications  that  that  particular  physician  prescribed  that  week 
or  that  month.  I  think  that  would  be  a  more  valid  piece  of  informa- 
tion to  the  physician.  He  would  see  what  his  patients  are  spending. 

Senator  Cohen.  Do  you  think  that  would  have  some  kind  of  a  de- 
terrent effect  in  his  or  her  prescribing  higher  priced  medications? 

Mr.  Katz.  It  is  my  sincere  hope  that  it  would.  It  may  take  some 
time.  There  are  physicians,  unfortimately — and  I  am  sure  the  phy- 
sicians around  me  won't  like  it — that  will  traditionally  write — the 
comment  was  made  earlier  today — "breind  medically  necessary." 
Not  necessarily  for  any  particular  reason,  but  that  is  just  the  way 
they  write  prescriptions.  I  think  if  they  see  along  the  way  how 
much  their  patients  are  spending  on  prescriptions,  maybe  they  will 
rethink  that  attitude  and  tend  more  toward  generics,  which  offer 
substantial  cost  savings. 

Senator  Cohen.  If  the  medications  are  covered  by  either  Medi- 
care or  a  new  health  care  plan,  what  difference  would  it  make  to 
the  physician  if  it  is  fully  covered? 

Mr.  Katz.  A  physician  pays  taxes  like  you  and  I  and  that  money 
is  coming  out  of  our  taxes. 

Senator  COHEN.  I  won't  extend  this  debate  any  longer  in  that 
particular  field. 

Mr.  Katz.  I  apologize.  I  didn't  mean  for  it  to  be  a  debate. 

Senator  Cohen.  We  have  had  hearings  in  the  past,  and  I  think 
most  physicians  simply  aren't  in  a  position  to  make  judgment  calls 
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on  which  medication  they  should  be  dispensing  or  recommending 
for  prescription.  They  have  1,001  things  to  do  during  the  course  of 
a  day  to  treat  their  patients.  They  can't  possibly  read  all  the  most 
recent  information  on  this  new  drug  versus  that  old  drug.  They  de- 
pend upon  salesmen  and  women  to  come  through  representing  the 
drug  companies  and  saying,  '*We  have  a  new  drug  for  you  that  we 
thiiSt  is  a  terrific  new  improvement  over  the  old  medications,"  and 
doctors,  like  most  human  beings,  feel  as  if  they  are  reacting  to  the 
last  information  they  got. 

I  think  it  is  going  to  be  very  difficult  for  physicians  to  be  updated 
on  a  regular  basis  to  know  exactly  which  medication  over  a  com- 
petitor ought  to  be  prescribed.  I  think  it  is  a  very  difficult  choice 
for  them  to  make.  I  am  not  sure  that  that  is  going  to  be  the  solu- 
tion if  you  give  them  a  statement  showing  what  they  have  pre- 
scribed for  the  month.  I  just  don't  think  they  have  enough  time  to 
deal  with  that  personally,  but  I  may  be  wrong  on  that. 

And  I  am  not  ascribing  any  improper  motives.  They  are  simply 
too  pressured  in  order  to  be  studying  those  lists  and  making  those 
kinds  of  judgment  calls.  I  am  not  sure  what  the  right  answer  is. 

Perhaps  Mr.  Mossinghoff  can  help  me  out  on  this. 

Everyone  seems  to  agree  at  the  table  that  there  should  be  no 
price  controls.  That  is  a  given  at  this  point  at  least. 

You  have  indicated  that  you  think  Medicare  should  pay  for  out- 
patient prescription  medication — either  Medicare  or  the  new  health 
plan. 

Mr.  Mossinghoff.  The  PMA  position  is  that  first — and  this  was 
before  the  decisions  were  made  by  the  President  and  Mrs.  Clin- 
ton— we  thought  Medicare  should  be  brought  into  the  overall 
health  care  reform.  They  have  decided  not  to  do  that. 

Second,  then,  we  think  a  drug  benefit  should  be  provided  but  in 
the  managed  care  setting.  In  fact,  there  even  were  suggestions 
early  on  that  maybe  a  drug  benefit  might  be  used  as  the  carrot  to 
draw  Medicare  patients  into  a  managed  care  setting.  But  finally  at 
the  end  of  the  day  the  board  says  that  they  would  agree  to  a  free- 
standing drug  benefit  under  Part  B  of  Medicare.  But  we  do  have 
a  preference,  obviously,  on  one,  two,  and  three. 

Senator  COHEN.  When  the  Government  decides  to  become  a  pur- 
chaser, do  you  think  that  the  Government  should^  then  establish 
what  it  will  pay  for  that  particular  product  or  service? 

Mr.  Mossinghoff.  I  think  the  Government  has  to  take  a  lot  of 
public  interest — you  are  talking  about  the  social  conscience.  I  think 
the  Government  has  to  take  into  consideration  that  it  has  in  the 
United  States  one  of  the  most  vital  high-technology  industries  in 
the  world,  one  of  the  most  internationally  competitive — you  could 
go  on  and  on — positive  trade  balance  and  all  the  rest.  I  think  it  has 
to  take  into  account  future  generations.  There  has  to  be  stimula- 
tion. 

Our  industry  spends  more  on  research  and  development  than  all 
the  Federal  Government  agencies  together.  That  has  to  be  taken 
into  account.  But  at  the  end  of  the  day,  it  seems  to  me  that  the 
Government  has  to  worry  about  these  kinds  of  financial  things.  I 
would  say  that  there  are  ways  to  rely  on  the  private  sector  to  do 
this  bargaining  for  you  in  a  very  effective  way.  It  is  a  private  sector 
with  a  very  sharp  pencil  at  this  point. 
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Senator  Cohen.  I  was  going  to  ask  you  this  not  as  a  representa- 
tive of  the  pharmaceutical  industry  at  all  but  as  a  taxpayer. 

You  would  assume  that  if  we  are  going  to  buy  something — serv- 
ice or  product — there  ought  to  be  some  kind  of  controls  to  assure 
that  the  taxpayer  is  getting  the  best  deal  for  his  or  her  money. 

Mr.  MossiNGHOFF.  Well,  the  best  deal  with  all  these  other  fac- 
tors considered. 

Senator  COHEN.  We  do  this  in  virtually  every  other  field.  Senator 
Pryor  mentioned  defense  spending.  We  have  major  competitors  in 
the  defense  industry.  We  set  up  a  competitive  bidding  structure,  as 
such. 

Nonetheless,  even  when  we  have  this  competition  in  the  defense 
industry,  we  still  have  what  we  call  competitive  negotiation  in 
which  the  Government  decides  that  there  are  some  limits  and  there 
is  certain  information  it  has  to  acquire  in  order  to  determine 
whether  or  not  the  marketplace  in  fact  is  working. 

I  think  he  was  making  the  point  that  you  don't  simply  leave  it 
totally  up  to  the  marketplace  unless  you  have  some  kind  of  assur- 
ance that  the  marketplace  is  working. 

Would  you  agree  that  we  ought  to  at  least  have  that  kind  of  reas- 
surance? 

Mr.  MossiNGHOFF.  I  would  say  that  there  is  a  very  fundamental 
difference  here.  In  fact,  I  met  Senator  Pryor  when  he  was  Con- 
gressman Pryor  and  he  was  on  the  NASA  Appropriations  Commit- 
tee and  I  was  an  official  with  NASA.  All  the  R&D  done  in  the  aero- 
space world  and  all  the  R&D  done  in  the  defense  world  basically 
is  cost  plus  Government  pays.  The  Government  pays  for  the  R&D, 
the  industries  are  very  innovative,  they  are  very  good  engineers 
and  scientists,  but  the  Government  pays  for  their  R&D.  The  major 
difference  here  is  that  you  have  an  industry  which  pays  for  all  its 
own  R&D.  So  there  is  a  very  sharp  line  between  defense  and  aero- 
space procurement  and  any  Medicare-type  reimbursement. 

Senator  COHEN.  Any  role  for  NIH  in  that  entire  research  and  de- 
velopment? 

Mr.  MossiNGHOFF.  NIH  is  the  premier  basic  biomedical  research 
institute  in  the  world.  They  are  extremely  valuable  to  the  people 
of  the  United  States. 

Senator  COHEN.  Who  pays  for  that? 

Mr.  MossiNGHOFF.  The  taxpayers  pay  for  that. 

Senator  Cohen.  So  when  you  say  that  it  is  completely  funded  by 
the  private  sector,  that  is  not  quite  accurate. 

Mr.  MossiNGHOFF.  We  spend  more  on  research  and  development 
than  the  Government  does,  but  obviously  rely  on  their  fundamental 
work  in  understanding  disease  states. 

But  we  are  the  inventors  of  drugs.  We  £ire  the  people  who  own 
the  patents  on  the  drugs.  The  Government  does  not.  Of  the  top  100 
medicines  prescribed  in  the  United  States,  96  of  those  patents  are 
owned  by  industry  and  4  are  shared  between  Government  and  uni- 
versities. So  we  are  the  inventors  of  new  drugs,  but^rely  very  heav- 
ily on  this  fundamental  knowledge  of  NIH  and  other  biomedical  ef- 
forts. 

Senator  Cohen.  I  agree  with  the  distinction  you  have  drawn  be- 
tween DOD  and  the  drug  industry  itself,  but  there  are  also  some 
parallels.  With  the  Department  of  Defense,  we  are  talking  about 
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life  and  death  issues.  We  spend  money  to  protect  the  hves  of  the 
American  people  free  from  a  threat  from  abroad  or  even  indeed 
from  within  in  some  circumstances.  We  also  want  to  promote  secu- 
rity and  we  want  to  make  sure  that  the  people  feel  reasonably  free 
from  a  threat — be  it  from  an  enemy  or  from  a  disease. 

So  there  are  some  real  parallels  in  terms  of  security  concerns  on 
the  part  of  the  American  people.  I  think  in  looking  at  the  procure- 
ment process,  for  example,  we  provide  for  some  kSid  of  reasonabil- 
ity  test  on  reimbursement  to  doctors  and  hospitals  right  now.  Do 
you  agree  that  that  is  something  we  should  or  should  not  do? 

Mr.  MossiNGHOFF.  I  really  don't  have  an  opinion. 

Senator  COHEN.  I  am  asking  you  as  a  taxpayer,  not  as  a  rep- 
resentative of  industry. 

Mr.  MossiNGHOFF.  That  is  an  extremely  difficult  question.  I  real- 
ly don't  understand  how  that  all  works. 

Senator  Cohen.  As  a  citizen,  would  you  like  to  see  the  Federal 
Government  set  up  some  rate  structure  that  says  that  for  Medicare 
reimbursement  to  physicians  for  such-and-such  operation  or  proce- 
dure, these  are  the  limits  which  will  be  paid?  Is  that  a  good  thing 
or  a  bad  thing,  in  your  judgment? 

Mr.  MossiNGHOFF.  It  seems  to  me.  Senator,  that  with  all  the 
health  care  being  paid  for  by  very  good  managed  care  operations, 
if  I  were  king  I  would  want  to  rely  on  the  people  out  there  who 
really  do  have  sharp  pencils.  I  think  they  are  more  efficient  and 
faster,  and  I  think  they  are  probably  a  lot  better  at  setting  a  com- 
petitive type  situation  than  a  bureaucracy. 

I  spent  25  years  in  a  bureaucracy.  I  am  referred  to  around  town 
as  a  bureaucrat,  but  I  think  the  free  market  is  where  you  work  it. 
Since  there  is  an  enormous  amount  of  free-market  forces  out  there, 
the  Government  could  simply  in  some  appropriate  way  take  advan- 
tage of  what  those  people  have  done  for  the  Government. 

Senator  COHEN.  I  take  it  that  your  answer  is  that  we  don't  need 
to  have  Medicare  reimbursement  schedules,  then? 

Mr.  MossiNGHOFF.  That  would  certainly  follow  from  that  posi- 
tion, yes,  sir.  ^ 

Senator  Cohen.  Dr.  Wagner,  I  would  like  to  ask  you  a  couple  of 
questions. 

I  think  OTA  has  indicated  that  it  would  be  pretty  hard  for  the 
Secretary  of  Health  and  Human  Services  to  really  determine  what 
is  a  reasonable  price  for  these  breakthrough  drugs.  Do  you  agree? 

Ms.  Wagner.  I  think  to  be  very  accurate  would  be  very  difficult. 

Senator  COHEN.  I  think  you  have  also  indicated — we  have  the 
agreements  between  the  NIH  and  the  pharmaceutical  companies 
who  enter  into  partnerships,  or  CRADAs. 

We  had  a  hearing  earlier  this  year,  Mr.  Chairman,  in  which  we 
learned  they  were  virtually  unenforceable  or  unenforced.  I  think 
you  would  probably  agree  that  neither  NIH  or  FDA  has  the  exper- 
tise and/or  the  authority  to  either  make  or  enforce  those  agree- 
ments. Is  that  correct? 

Ms.  Wagner.  Certainly  as  they  are  structured  now  because  the 
pricing  decisions  come  very  late  in  the  process.  I  think  there  are 
ways  early  on  in  the  CRADA  process  at  the  point  of  agreement 
where  negotiation  over  future  prices  might  be  more  constructive. 

Senator  Cohen.  Mr.  Katz,  I  have  one  final  question  for  you. 
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You  talked  about  the  difficulty  of  acquiring  the  kind  of  chemicals 
that  would  be  necessary  for  the  generic  industry  to  continue  to  pro- 
vide competitive  alternatives  to  the  brand  names. 

Why  is  it  necessary  for  you,  the  industry,  to  go  to  Europe  in 
order  to  acquire  those  chemicals?  Are  they  so  controlled  and  domi- 
nated in  this  country  that  you  can't  get  access  to  them?  Now  that 
there  has  been  a  change  in  poUcy  advocated  by  our  Government 
can  you  continue  to  access  those  chemicals  in  foreign  countries? 

Mr.  Katz.  With  your  permission,  I  will  defer  a  response  to  that 
question  to  Mr.  Rubin. 

Mr.  Rubin,  Senator,  the  problem  is  that  there  is  not  a  sufficient 
capacity  in  the  United  States  that  is  not  related  to  the  innovator 
industry.  The  innovator  industry  obviously  is  not  going  to  want,  in 
general,  to  make  products  available  before  their  patent  expires  be- 
cause they  are  in  no  hurry  to  allow  generic  competition. 

Europe  offers  a  historical  base  where  they  have  gone  through 
FDA  inspections  and  FDA  has  accepted  their  production  there.  It 
would  probably  take  about  8  or  10  years  if  one  were  to  try  to  estab- 
lish a  new  capacity  in  the  United  States.  Even  if  we  tried  to,  the 
capacities  in  Europe  are  so  overwhelming  that  we  would  not  be 
able  to  replace  those. 

So  we  are  basically  stuck  for  about  60  to  80  percent  of  our  bulk 
active  ingredients  to  come  from  Europe.  And  if  that  gets  cut  off — 
and  there  is  every  likelihood  that  it  will,  unless-4;here  are  some 
changes — it  is  going  to  delay  generic  entry,  as  Mr.  Katz  said,  3  to 
6  years.  And  in  some  instances  entry  will  be  so  expensive,  because 
you  will  have  lost  that  period  of  time  of  being  able  to  recoup  your 
investment,  that  you  won't  even  bother  with  the  product. 

Senator  Cohen.  That's  all  I  have,  Mr.  Chairman. 

The  Chairman.  Thank  you.  Senator  Cohen. 

Senator  Cohen  asked  some  questions  about  breakthrough  drugs 
to  Dr.  Wagner. 

I  take  it  from  your  testimony.  Dr.  Wagner — and  correct  me  if  I 
am  wrong — that  you  are  thinking  right  now  that  the  drug  manu- 
facturers are  spending  too  much  in  R&D  on  "me-too"  drugs  and  too 
much  money  marketing  these  "me-too"  drugs.  Is  that  a  correct  con- 
clusion I  am  making? 

Ms.  Wagner.  I  think  the  traditional  marketplace  sends  signals 
to  the  industry  that  a  large  number  of  "me-too"  drugs  would  be 
adequately  reimbursed  once  they  got  on  the  market.  So  essentially 
the  marketplace  sucked  up  a  lot  of  research  investment  in  "me-too" 
drugs. 

Today,  we  stand  to  gain  the  benefits  of  all  that  "me-too"  capacity 
out  there  through  the  use  of  formularies.  These  are,  in  essence, 
therapeutic  competitors  with  one  another.  The  trick  is  now  to  have 
the  consumer  get  the  benefit  of  all  that  choice. 

The  Chairman.  But  are  the  drug  companies  spending  too  much 
to  market  these  "me-too"  drugs  which  have  httle  improved  thera- 
peutic value? 

Ms.  Wagner.  I  feel  imable  to  answer  that  question.  It  is  a  value 
question.  ^ 

I  do  think,  though,  that  as  the  market  changes  they  will  natu- 
rally spend  less  to  market,  as  the  market  changes  toward  more 
managed  competition. 
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The  Chairman.  Mr.  Mossinghoff,  we  are  talking  now  about  R&D 
and  also  about  marketing  and  advertising. 

You  have  just  completed  a  very  major  study — Price  Waterhouse 
I  believe  did  the  study — and  you  talked  about  interesting  trends  in 
the  pharmaceutical  manufacturing  business. 

One  trend  not  mentioned  in  the  report  is  how  much  you  are 
spending  today  on  marketing  and  advertising  of  "me-too"  drugs. 

Mr.  Mossinghoff.  We  do  not  have — and  things  are  very  tight 
within  the  association  of  competitors — complete  data  within  the 
PMA  on  what  is  spent  on  marketing.  We  have  reports  that  come 
out  of  Congress.  I  understand  Chairman  Waxman  has  done  a  major 
survey  of  our  companies. 

I  can  report  something  not  in  the  Price  Waterhouse,  and  that  is 
the  27,000  people  either  laid  off  or  to  be  laid  off  or  to  be  fired  fi-om 
the  industry  that  was  already  mentioned.  The  enormous  cutback — 
almost  1  out  of  10 — of  that  or  a  full  one-third,  11,000,  are  from 
marketing  and  sales  as  opposed  to  3,000  from  the  research  side. 

I  know  we  can't  predict  whether  that  is  a  trend  or  not.  It  just 
happens  to  be  a  fact  that  11,000  plus  of  the  27,000  to  be  fired  this 
year  are  fi*om  the  marketing  and  sales  side  of  the  industry. 

The  Chairman.  That  may  be  an  admission  that  you  were  spend- 
ing too  much  for  marketing  and  advertising.  Is  that  correct? 

Mr.  Mossinghoff.  Well,  I  think  it  may  be  a  recognition  that  the 
marketplace  is  very  different.  You  continue  to  use  the  1980  base, 
and  that  is  fair.  You  use  accurate  numbers  without  inflation.  But 
it  would  be  a  lot  more  meaningful  to  policy  makers  if  you  took  a 
1990  base. 

The  industry  of  1993  is  very  different  fi-om  the  industry  I  saw 
when  I  came  into  PMA  just  9  years  ago.  It  is  a  very  different  indus- 
try. I  think  probably  this  recognizes  that  difference  in  the  competi- 
tive markets. 

The  Chairman.  As  we  move  forward  with  this  health  care  de- 
bate, Mr.  Mossinghoff,  I  want  you  to  give  us  some  assurances 
today.  I  am  on  the  Finance  Committee  and  we  grant  research  and 
development  tax  write-offs  which  encourage  the  pharmaceutical 
manufacturers  to  go  out  and  find  the  cures  for  AIDS,  cancer,  Alz- 
heimer's, and  other  disease.  We  do  this  through  the  tax  code. 

You  are  very  familiar  with  R&D  and  I  am,  too,  and  am  very  sup- 
portive of  it.  I  always  have  been. 

Tell  me  and  tell  this  committee,  please,  one  final  time  that  the 
taxpayer  is  not  subsidizing  marketing  nor  advertising  for  "me-too" 
drugs. 

Mr.  Mossinghoff.  I  can  say  they  are  not,  other  than  the  fact 
that  it  is  a  business  expense.  It  is  like  any  other  business  expense. 
To  that  extent,  it  is  a  legitimate  deduction.  All  marketing  and  man- 
ufacturing are  legitimate  business  expenses.  I  don't  call  that  a  sub- 
sidy. 

Without  the  Medicare  rebates,  we  are  at  a  tax  rate  of  over  44 
percent,  just  given  the  bills  that  have  been  enacted  in  the  last  2 
to  3  years.  With  the  Medicare  rebates,  we  will  be  at  55  percent.  It 
is  very  difficult  to  say  that  somebody  is  subsidizing  our  industry. 
I  would  say  that  it  may  be  the  other  way  around. 

The  Chairman.  We  will  argue  that  at  a  later  time. 
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The  pharmaceutical  manufacturers  have  always  maintained  that 
we  are  going  to  adversely  affect  research  and  development  if  we  do 
certain  things  in  Government.  For  example,  in  1984,  after  enact- 
ment of  the  Waxman-Hatch  Act  you  said  that  we  were  going  to  lose 
R&D,  but  right  after  that  R&D  went  up. 

When  we  passed  the  Medicaid  rebate  law  in  1990,  you  said  that 
we  were  going  to  lose  in  R&D  and  not  do  as  much  R&D.  In  fact, 
R&D  spending  went  up. 

We  passed  the  Veterans  Health  Care  Act  in  1992.  You  and  your 
organization  testified  that  we  were  going  to  lose  in  R&D.  R&D  ac- 
tually went  up  after  this. 

Now  you  are  saying  that  if  we  do  anything  like  an  advisory  coun- 
cil on  prices  for  pharmaceuticals  or  price  controls  that  we  are  going 
to  lose  and  cut  back  on  research  and  development. 

I  don't  know  if  we  are  going  to  or  not.  Do  you  still  maintain  that 
we  are  going  to  cut  back  on  research  and  development? 

Mr.  MossiNGHOFF.  Mr.  Chairman,  I  really  don't  believe  you  are 
going  to  find  any  quote  in  any  testimony  here  or  any  other  commit- 
tees where  I  predicted  that  the  industry  would  do  less  R&D  during 
the  9  years  I  have  been  with  PMA.  I  just  did  not  predict  that. 

I  am  very  interested  to  see  what  the  survey  is  this  year.  Our  sur- 
vey is  in  the  field  this  year  on  what  is  going  to  be^he  R&D  projec- 
tion for  1994.  Several  of  our  companies  have  already  indicated  that 
they  are  not  going  to  cut  R&D,  but  they  are  going  to  cut  their  rate 
of  increase  in  R&D.  As  soon  as  we  get  that  data,  we  will  be  pleased 
to  provide  it  to  the  committee. 
The  Chairman.  We  would  very  much  like  that. 
Mr.  MossiNGHOFF.  But  I  would  doubt  that  R&D  is  going  to  be 
less  in  1994  than  in  1993.  But  I  would  not  be  at  all  surprised  to 
see  the  rate  of  increase  decreasing  in  1994.  That  is  at  a  time  when 
drug  research  and  development  is  enormously  expensive.  There  is 

a  lot  of  debate  as  to  whether  it  is 

The  Chairman.  I  understand. 

Mr.  MossiNGHOFF.  It  is  a  lot  of  money,  and  it  is  growing. 
The  Chairman.  I  know  the  figures  that  others  are  saying. 
Mr.  MossiNGHOFF.  I  cite  OTA  these  days. 
The  Chairman.  We  will  save  that  for  another  day. 
You  heard  testimony  this  morning  fi-om  Mr.  Wyatt.  He  maintains 
that  there  is  price  discrimination  against  the  community  phar- 
macists. 

By  the  way,  let  me  say  something  about  the  commiuiity  phar- 
macists. 

In  the  entire  health  care  provider  chain,  the  community  phar- 
macist is  regarded  by  the  American  pubhc  as  the  most  respected 
person  and  most  respected  entity  within  that  chain.  So  we  w£int  to 
compliment  the  pharmacists  for  that. 

Mr.  Wyatt  maintains  that  the  pharmaceutical  manufacturers — 
the  brand  name  manufacturers,  at  least — are  discriminating 
against  the  community  pharmacists.  How  do  you  "react  to  that  on 
behalf  of  the  members  of  your  association? 

Mr.  MossiNGHOFF.  I  didn't  quite  hear  it  that  way.  I  heard  that 
they  were  looking  into  an  allegation  of  that,  and  obviously  there  is 
a  major  well-publicized  lawsuit  pending  on  that  very  issue. 


173 

The  last  thing  I  have  from  the  FTC  is  a  letter  to  Chairman 
Brooks  of  the  Committee  on  the  Judiciary  in  the  House.  They  point 
out  that  the  classes  of  trade  exception  under  Robinson-Patman 
does  not  appear  that  the  classes  of  trades  in  the  pharmaceutical  in- 
dustry are  disingenuous.  Rather,  there  appear  to  be  resQ  functional 
differences  among  the  many  classes  of  pharmaceutical  purchasers 
including  independent  retailers,  wholesalers,  chain  warehouses, 
mail  service  pharmacies,  nursing  homes,  managed  care  organiza- 
tions, hospitals,  and  drug  re-packagers.  ^ 

That  is  the  last  official  pronouncement,  I  believe,  from  the  FTC 
on  the  issue  of  differential  pricing. 

The  Chairman.  The  Pace  Alliance  testimony  by  Mr.  Wyatt  indi- 
cates a  chart  here  on  page  2. 

Mr.  Mossinghoff,  we  don't  have  time  to  go  through  that  chart.  It 
shows  the  disparities  between  HMOs,  hospitals,  and  others  com- 
pared to  the  price  to  the  community  pharmacist.  I  would  appreciate 
very  much  for  the  record  your  comment  on  this  very  enormous  dis- 
parity of  some  of  these  drugs. 

Mr.  Mossinghoff.  Mr.  Chairman,  I  have  said  this  many  times 
before,  that  I  am  not  in  a  position  to  comment  on  it.  Those  are  indi- 
vidual company  decisions  of  competitors.  Among  other  things,  given 
the  most  recent  response  to  the  PMA  request  for  a  Business  Re- 
view Letter — ^we  are  walking  far  around  any  issue  of  pricing  or 
comments  on  pricing. 

The  Chairman.  Then  if  you  can't  speak  for  the  individual  compa- 
nies, does  the  Pharmaceutical  Manufacturer's  Association  have  an 
overall  global  policy  statement  against  discrimination  against  the 
community  pharmacists? 

Mr.  Mossinghoff.  Well,  we  have  written  to  Mr.  Magaziner  and 
at  that  point  indicated  that  we  did  not  favor  legislation  which 
would  wander  into  the  free-market  system  and  say  that  you 
couldn't  have  discoiuits  here  or  there.  We  think  the  market  would 
work  better.  I  can  provide  that  letter  to  you  as  the  most  recent 
statement  by  PMA. 

Senator  Cohen.  Is  there  any  relational  basis-T::Qther  than  con- 
cluding the  reason  the  community  pharmacies  don't  receive  the 
same  kind  of  wholesale  treatment  is  that  they  are  not  the  ones 
making  the  decision  to  prescribe  that  particular  medication?  HMOs 
and  all  the  health  alliance  plans  we  are  discussing  are  the  ones 
who  are  going  to  make  the  decision  about  dispensing  the  medica- 
tions or  prescribing  the  medications.  All  the  pharmacy  does  is  to 
simply  fill  the  prescription. 

Is  that  not  the  basis,  because  they  don't  get  involved  in  the  deci- 
sionmaking as  far  as  what  which  drug  is  prescribed  or  advocated 
or  promoted  and  the  others  do? 

Mr.  Mossinghoff.  I  would  say  that  there  are  obviously  a  num- 
ber of  factors,  but  that  certainly  is  a  key  factor.  An  HMO  does  in- 
fluence prescribing  decisions. 

The  Chairman.  I  have  just  one  final  series  of  questions  relative 
to  the  charts. 

It  was  2  months  ago  when  I  challenged  the  assertion  that  to  the 
pharmaceuticed  companies  were  voluntarily  going  to  hold  their 
price  increases  to  the  rate  of  inflation,  or  some  other  mechanism. 
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I  went  to  the  Floor  of  the  Senate,  requesting  that  if  you  were  seri- 
ous about  that,  you  could  sign  a  letter  of  intent. 

I  think  you  have  heard  that  most  of  the  responses  have  been  "no 
answer."  A  few  have  said  no,  I  think  one  company  says  yes. 

Do  you  have  any  comment  on  this? 

Mr.  MossiNGHOFF,  I  would  say  two  things. 

I  did  watch  your  Senate  Floor  speech.  You  read  very  carefully 
the  written  version  of  it.  You  are  asking  for  a  very  different  pledge. 
Their  pledge  was  across-the-board,  weighted  average.  Your  pledge 
was  across-the-board,  weighted  average,  plus  individual  products. 
That  is  a  very  different  pledge. 

Second,  I  have  not  discussed  this.  Again,  given  Assistant  Attor- 
ney General  Bingaman's  very  unequivocal  letter  to  us  to  stay  out 
of  pricing  of  our  companies,  we  follow  that  advice.  That  is  the  last 
word  we  could  have  written.  If  we  were  in  the  Government  maybe 
we  would  have  written  a  different  letter.  But  she  has  the  last  word 
on  what  antitrust  law  is,  so  we  have  no  further  comment  on  wheth- 
er companies  will  or  will  not  respond. 

The  Chairman.  I  am  seeking — and  I  think  what  we  are  all  seek- 
ing— a  meaningful  pledge,  a  meaningful  commitment  from  the 
manufacturers  of  pharmaceuticals. 

Mr.  MossiNGHOFF.  I  know  you  recognized  that  in  your  speech. 
You  are  asking  companies  to  go  well  beyond  what  most  of  them 
pledged. 

The  Chairman.  I  am  basically  asking  the  companies  to  do  what 
they  said  they  would  do,  restrain  their  prices  to  the  cost  of  infla- 
tion. 

Mr.  MossiNGHOFF.  With  a  few  exceptions,  most  of  the  companies 
said  that  they  would  hold  their  weighted  average  price  at  or  below 
the  Consumer  Price  Index. 

One  of  the  reasons  we  wanted  a  Department  of  Justice  letter  is 
that  for  accountants  and  auditors  to  audit  against,  we  wanted  to 
be  able  to  define  terms.  There  are  a  lot  of  technical  things  to  do. 
The  Department  of  Justice  unequivocally  said,  "Stay  out  of  that 
business.  That  is  not  a  place  for  PMA  to  be." 

And  we  have  followed  that  advice  scrupulously. 

The  Chairman.  In  January  through  September  of  1993  we  have 
had  a  zero  inflation  rate  in  our  country,  which  is  fascinating  to  me 
£ind  I  think  to  everyone.  Drug  inflation  has  been  2.8  percent.  Pro- 
jected for  all  of  1993,  general  inflation  zero;  drug  inflation  going  up 
to  3.5  percent. 

Why  is  this? 

Mr.  MossiNGHOFF.  I  understand  the  Consumer  Price  Index 
through  October— this  is  October  1992  through  October  1993— 
shows  that  inflation  was  at  2.8  percent.  This  is  the  Consumer  Price 
Index.  I  think  the  Producer  Price  Index  is  a  lot  lower  than  that. 

The  pledges  keep  company  prices  to  the  CPI,  which  I  don't  be- 
lieve was  zero  during  that  period.  I  think  it  was  2.8  percent. 

The  Chairman.  The  Producer  Price  Index,  I  think. 

Mr.  MossiNGHOFF.  Well,  none  of  the  pledges  of  the  companies 
were  keyed  to  the  Producer  Price  Index.  It  was  saying  that  their 
price  increases  would  be  limited  to  the  Consumer  Price  Index  or 
general  inflation. 
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Senator  COHEN.  Does  the  average  weighted  price  trsmslate  at  the 
consumer  level  into  reduced  costs? 

Mr.  MOSSINGHOFF.  I  think  it  does  for  some  or  most  consumers. 
I  think  the  position  we  would  take  is  that  we  support  and  applaud 
the  Administration  for  proposing  overall  health  care  reform  that  in- 
cludes a  prescription  drug  benefit.  It  is  our  position  that  that  takes 
care  of  the  patient  at  the  counter.  If  the  patient-is  covered,  that 
patient  gets  his  or  her  medication  when  they  need  it. 

Then  from  a  macro  point  of  view,  you  policymakers  have  to  look 
at  what  is  happening  to  the  overall  health  care  system.  If  price  in- 
creases are  held  at  the  general  inflationary  level,  then  fi-om  a 
macro-economic  point  of  view,  that  takes  care  of  it. 

So  I  think  the  proposal  of  the  Administration  that  we  fully  sup- 
port on  drug  coverage  and  the  marketplace  forces  and  the  vol- 
untary restraints  are  taking  care  of  the  micro-issue  and  they  are 
taking  care  of  the  macro-issue. 

Senator  COHEN.  Without  the  need  for  any  type  of  backup  rules 
or  provisions? 

Mr.  MOSSINGHOFF.  I  would  submit  no.  Senator.  Very  interest- 
ingly, in  the  report  that  Dr.  Wagner  did,  she  indicated  that — I  be- 
lieve there  is  a  quote  from  the  Price  Waterhouse  study:  "The  Office 
of  Technology  Assessment  has  estimated  for  drugs  introduced  dur- 
ing a  3-year  period,  from  1981  to  1983,  that  the  net  present  value 
of  after-tax  profits  would  need  to  fall  by  15.7  percent  to  eUminate 
what  was  referred  to  as  excess  profits." 

The  fact  is  that  those  profits  have  fallen  much  below  15.7  per- 
cent. So  I  don't  think  there  are  any  excesses  in  the  system,  even 
under  the  definition  Dr.  Wagner  used  in  her  report. 

Senator  Cohen.  Dr.  Wagner,  do  you  want  to  respond? 

Ms.  Wagner.  I  have  not  seen  the  Price  Waterhouse  report.  It 
came  in  the  mail  yesterday  and  I  must  admit  that  I  didn't  open  it 
up,  unfortunately. 

I  don't  know  where  the  15.7  percent  figure  comes  fi-om.  I  think 
that  is  a  recalculation  by  Price  Waterhouse.  So  I  cannot  verify  that 
number.  That  is  15  percent  of  profits.  Profits  would  have  to  fall  by 
15  percent. 

We  said  that  prices  could  be  lowered  by  about  4  percent  through 
the  life  of  those  drugs  to  remove  what  we  had  defined  as  the  excess 
profits  from  that  particular  generation  of  drugs.  I  am  not  sure 
whether  that  translates  into  a  15  percent  reduction  in  profits  or 
not. 

Senator  Cohen.  Perhaps  for  the  record,  at  least,  you  could  take 
the  time  to  look  at  the  Price  Waterhouse  study  to  see  whether  it 
has  correctly  characterized  OTA's  analysis. 

Ms.  Wagner.  I  will  be  happy  to  do  that  and  submit  that.i 

Senator  COHEN.  Thank  you  very  much. 

The  Chairman.  We  could  go  on  and  on  with  this,  but  it  is  1:15 
p.m.  and  Senator  Cohen  and  myself  have  to  leave. 

We  want  to  thank  all  our  witnesses  this  morning.  Some  of  you 
have  come  from  a  long  way.  This  is  once  again  the  first  in  a  series 
of  hearings  on  this  issue.  We  are  very  indebted  to  our  witnesses 
and  also  our  colleagues  who  have  made  this  hearing  possible. 


iSee  appendix,  p.  272. 


176 


Our  meeting  stands  adjourned. 

[Whereupon,  at  1:15  p.m.,  the  Committee  was  adjourned  to  re- 

nvpnp  at  t.V>p  rail  of  tViP  DViair  1 


convene  at  the  call  of  the  Chair,] 
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JrtN  1  3  1994 


Senator  David  Pryor 

Chairman 

Special  Committee  on  Aging 

U.S.  Senate 

Washington,  D.C.  20510-6400 

Dear  Mr.  Chairman: 

Enclosed  are  the  responses  of  Phillip  R.  Lee,  M.D.,  Assistant 
Secretary  for  Health  and  Helen  L.  Smits,  M.D.,  Deputy 
Administrator,  Health  Care  Financing  Administration  to  questions 
raised  by  members  of  the  Special  Committee  on  Aging  during  the 
November  16  hearing,  "Pharmaceutical  Marketplace  Reform:  Is 
Competition  the  Right  Prescription",  and  in  your  correspondence 
of  November  22,  1993. 

Per  your  request,  individual  responses  have  been  transmitted  to 
the  requesting  Senators  and  copies  of  the  complete  set  of 
responses  are  being  provided  to  John  Coster  and  Mary  Gerwin  of 
the  Committee  staff. 

Also,  an  identical  letter  has  been  sent  to  Senator  Cohen.   Should 
your  staff  have  any  questions,  please  ask  them  to  contact  Sean 
Donohue  on  690-7450. 

Sincerely  yours, 

Karen  L.  Pollitz,<-^ 
Deputy  Assistant  Secretary 
for  Legislation  (Health) 
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Raaponscs  to  th«  Novaiib«r  22,  1993  Corr««pon<l*noa  from  tha 
Sp«cl&l  Comiittaa  on  Aging 

QnSTIOm  raox  SBIMOIt  B&VZS  rayOS,  mm-atn^ 
QnUTZOM  li 

The  drug  nanufacturerB  say  that  it  ia  vmllKaly  that  thay  will 
raallBa  any  inoraaaa  or  Juat  a  alight  inoreaae  in  aalas  aa  a 
raault  of  expanded  drug  coverage  for  the  Medicare  population 
and  the  under  65  population.   Sons  nanufacturera  aay  that 
their  total  revenue  will  deoreaBO.  Does  the  Department  have 
any  eetiaato  of  the  inoreaae  in  revenue  to  drug  aanufaoturera 
aa  a  result  of  expanded  preaorlption  drug  coverage? 

♦  According  to  HCPA  aotuariea,  the  increaae  (net  of  rabatea)  to 
all  drug  manufacturers  as  a  result  of  the  Medicare  outpatient 
prescription  drug  benefit  alone,  is  estlaated  to  range  from 
$3.9  billion  in  1996  to  $S.7  Billion  in  2000. 

.  The  net  Inpaot  en  brand  name  drug  manufacturers  is 
projected  to  range  from  $2.6  billion  in  1996  to  $4.0 
billion  in  2000. 

.  The  net  impact  on  generlo  nanufacturera  la  projected  to 
range  from  $1.3  billion  in  1996  to  $1.8  billion  In  2000. 

♦  These  eatlnateB  take  into  account  the  actuaries'  projections 
for  new  drug  sales  among  Medicare  beneficiaries  resulting  from 
the  benefit.  This  amount  is  reduced  by  the  rebates  that 
manufacturers  will  have  to  pay  in  order  to  have  their  drugs 
covered  by  Medicare.   The  figure  is  alee  increased  by  the 
projected  Medicaid  rebate  amounts  which  will  no  longer  be  paid 
by  manufaoturera  since  recipients  will  enter  state  health 
allianoee. 

QDBSTIOV  3 1 

The  manufacturers  are  saying  that  the  proposal  which  requires 
manufacturers  to  pay  a  rebate  to  Medicare  is  a  "tax."  Can  you 
explain  the  rationale  behind  including  a  rebate  In  Medicare? 
What  other  Medicare  cost  containment  options  were  considered? 
For  example,  did  you  consider  a  foEmulary? 

AH8TEKI 

»  The  AdBlnistratlon  believes  it  is  essential  to  contain 

prescription  drug  oosts  for  the  Medicare  program  and  for  all 
purehasera . 

♦  The  Medicare  rebate  program  will  ensure  that  Medicare  reoelvee 
a  fair  discount  as  one  of  the  largest  purchasers  of 
oedioatienB  in  the  world. 

♦  Also,  according  to  our  actuaries,  if  rebates  were  not 
collected  from  manufacturers  beneficiary  premiums  would  have 
to  be  increased  by  about  another  $2.00  per  month  or  about  15 
percent  beyond  the  premium  required  with  a  rebate. 

♦  A  formulary  was  considered  by  the  Adminiatration.  Me  believe 
that  the  rebate  program  would  bo  less  problematic  to  the 
industry  than  a  formulary  and  would  still  contain  costs. 

4  Also,  several  provisions  authorise  the  secretary  to  contain 
Medicare  spending  for  certain  drugs.   For  example,  the 
Secretary  has  the  authority  to  exclude  exorbitantly  priced  new 
drugs  from  coverage  under  Medicare  if  a  special  rebate  cannot 
be  negotiated  within  six  months.  The  Secretary  may  also 
subject  certain  drugs  to  prior  authorization  in  order  to  be 
covered  by  Hedioara.   Drugs  subject  to  prior  authorization 
include  drugs  subject  to  misuse  or  inappropriate  use,  drugs 
which  are  not  cost  effective,  drugs  which  are  multiple  source 
drugs  with  restrictive  prescriptions  and  new  drugs  subject  to 
rebate  negotiations. 

♦  In  addition  to  the  rebate  and  prior  authorization  programs, 
our  proposal  oontaine  several  other  coat  containment 
mechanisms.   For  example,  the  Secretary  is  given  authority  to 
establish  a  drug  utilization  review  program  to  improve  quality 
and  control  program  costs  by  reducing  unnecessary  or 
inappropriate  prescribing  or  dispensing  of  medications.  The 
proposal  also  Includes  to  inoentlves  for  the  dispensing  of 
lasB  expensive  generlo  drugs. 

♦  Clearly,  our  cost  containment  strategy  is  only  one  of  several 
alternatives.  We  are  willing  to  discuss  other  approaches  with 
the  Committee  and  other  members  of  Congress. 
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QUISTIOM  91 

Son*  oonsuacr  and  aldvrly  groups  don't  think  that  the  Advisory 
Counoil  on  BrAakthrouyh  Drugs  that  Is  •stabllshsd  under  th« 
Presldant's  plan  go»a  far  anough  to  contain  new  drug  costs. 
On  the  other  band,  the  manufaoturara  thliUc  It  goes  too  far. 
Can  you  tell  us  the  purpose  behind  the  Advisory  Counoil  and 
vhy  you  think  it  will  vork  to  contain  new  drug  oosts. 

Awwni 

*  The  Adalnlstration  is  confident  that  under  health  care  reform, 
the  aarketplaoe  will  have  aechanlsas  to  ensure  reasonable 
prioas  for  quality  health  oare  in  alaost  all  oases.  This  Is 
because  plana  and  providers  vlll  feel  oonpetltive  pressures  to 
keep  their  costs  under  control  and  vlll  have  the  aarkat  clout 
needed  to  negotiate  pricing.  Moet  drug  products  will  fall 
under  this  systea  of  oarket-based  price  negotiation. 

*  Yet  for  new  drugs  that  have  no  therapeutio  altamativa  or  that 
represent  a  major  advance  ever  existing  therapies,  a  natural 
Bonopoly  exists  and  market  forces  alone  nay  not  always  result 
in  reasonable  pricing.  To  protect  against  the  risk  of 
unreasonable  prices  for  these  products,  sobb  backup  meohanisa 
is  needed  to  monitor  prices  and  ensure  that  prioas  are  not  far 
beyond  reasonable  levels.  This  1b  the  goal  of  the  Advisory 
Council  on  Breakthrough  Drugs. 

*  The  Counoil  will  serve  exclusively  in  an  advisory  role, 
providing  the  Secretary  of  BBS  with  an  opinion  on  the 
rcaaonableness  of  breakthrough  product  pricing,  if  the 
secretary  concurs  in  a  finding  of  excessive  pricing,  a  variety 
of  HHS  machaniaiu  could  encourage  manufacturare  to  bring 
prlolng  to  a  reasonable  level.   These  maohanlaaa  Include  good- 
faith  negotiation  with  the  drug  sponsor,  prior  approval 
reguireaents  or  other  volume  controls  on  Medicare  dispensing, 
other  drug  utillEatlon  review  (DDR)  ■echanisns  under  Medicare, 
and — as  a  last  resort—oven  exclusion  from  reimbursenent  under 
the  traditional  Ncdloere  program, 

*  The  Adalnlstration  does  not  believe  that  excessive  prlolng  of 
breakthrough  products  will  be  a  aovmon  occurrenoe,  or  that 
extreme  ranediea  such  as  oxeluslon  from  Medicare  relmburseaent 
will  be  needed,   yet  having  the  aachanism  in  place  is 
important  to  monitor  and  proaote  reasonable  pricing  seems 
orltloal  if  we  want  breakthrough  products  with  exclusive 
aarkating  rights  subject  to  aoae  of  the  eoonoalc  Incentives  as 
are  other  health  care  goods  and  services. 

Hew  does  the  Administration  respond  to  the  aanuf acturars ' 
oonoems  that  these  proposals  will  have  a  negative  inpaot  on 
new  drug  research  and  developaent? 

MMBWnt 

*  Our  goal  in  crafting  the  Medicare  outpatient  drug  benefit  has 
always  been  to  acquire  access  to  prescribed  medications  for 
beneficiaries — which  means  that  we  aust  keep  drug  costs  under 
control —  while  at  the  same  tiae  retaining  adequate  incentives 
for  research  and  developaent.  We  believe  we  have  achieved 
this  goal. 

*  As  a  result  of  the  Medioara  drug  benefit,  brand  naae 
aanufaoturers  will  receive  substantial  increases  in  sales  even 
after  taking  into  account  the  rebates  that  aanufaoturers  will 
be  required  to  pay.  The  net  iaqpaot  on  brand  naae  drug 
aanufaoturers  ranges  froa  $3.6  billion  in  1996  to  $4.0  billion 
in  2000. 

»  Thus,  we  expect  that  the  Medicare  drug  benefit  and  its  rebate 
prograa  will  positively  rather  than  negatively  iapact  new  drug 
rseearoh  and  developaent. 
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QDESTION  S: 

I  bave  been  very  Interested  In  aasuxlng  that  drugs  which  are 
developed  with  federal  funds  —  euoh  as  through  the  National 
Inatltutes  of  Health  —  are  priced  reasonably.  Earlier  this 
year,  we  heard  from  HIE  officials  that  they  did  not  have  the 
experts  at  NIH  to  assure  that  the  drugs  which  they  helped  to 
develop  are  priced  reasonably.  la  the  Departnent  conmltted  to 
doing  Bomathing  about  this  issue? 

&NSWSRI 

*  This  Department  is  absolutely  conmltted  to  addressing  the 
issue  of  reasonable  pricing  for  products  developed  with  HHS 
funding,  while  the  NIH  does  not  currently  have  the  capability 
to  analyse  the  market  price  of  these  products,  the  Department 
recognizes  an  inportant  responsibility  to  ensure  that  new 
therapies  developed  with  federal  funding  are  available  to  the 
American  people  proaptly  and  at  reasonable  pricing. 

*  Cooperative  Research  and  Development  Agreements  (CRADAs)  at 
NIH  already  have  a  requirement  of  reasonable  pricing  of  any 
resulting  products.  A  sinilar  principle  applies  to  other 
forms  of  federal  collaboration  or  funding.  The  issue, 
therefore,  Is  not  whether  to  mandate  reasonable  pricing  but 
how  to  monitor  and  enforce  that  requirement  while  maintaining 
the  market  incentives  that  make  technology  transfer  viable. 

*  The  Public  Health  Service  is  reviewing  the  issue  and  the 
entire  Department  is  fully  ooamitted  to  seeing  that  the 
taxpayers  receive  good  value  for  the  federal  role  in  this 
research,  including  reasonable  pricing  of  all  resulting 
products. 


QtnaTiOHB  nioii  BEmToit  wzlumi  s.  coHnt 

QUEBTIOM  l&t 

In  your  statement  you  indicated  that  exclusion  of  a  new  drug 
under  Kedicare  would  be  a  "rare  occurrence."  In  the  occasion 
that  the  secretary  cannot  negotiate  a  "reasonable"  price  for  a 
drug,  are  there  standards  the  Secretary  could  use  to  determine 
whether  exclusion  of  a  brealcthrough  drug  would  be  rational 
given  the  need  for  the  new  therapy  by  the  Medicare  population? 

AMBWIHt 

*  Clearly,  it  will  be  In  the  best  interest  of  both  the  Medicare 
program  and  manufacturers  to  negotiate  a  rebate  for  these  new 
medications  in  order  to  assure  their  coverage  under  the 
program. 

*  It  would  be  difficult  for  the  Secretary  to  exclude  any  new 
drug  from  coverage,  especially  a  "breakthrough*  drug. 

*  However,  given  that  manufacturers  in  the  past  have  sometimes 
launched  new  drugs  at  extremely  expensive  prices,  this 
authority  is  needed  to  assure  that  new  drugs  do  net  make  the 
Medicare  drug  benefit  unaffordable. 

QDXSTIOK  IBt 

Once  a  drug  has  been  excluded  from  Medicare  coverage,  would 
there  be  procedures  in  place  for  a  drug  company  to  appeal  the 
Secretary's  decision? 

MramiRi 

*  Clearly,  an  appeal  is  laeonsistsnt  with  existing  market 
mechanisms,  ror  exai^le,  if  a  drug  manufacturer  and  an  HMO 
are  unable  to  reach  an  agreement  regarding  discounts,  the 
manufacturer  has  no  opportunity  to  appeal.   As  such,  the  bill 
contains  no  provisions  for  a  manufacturer  to  appeal  the 
Secretary's  decision  to  exclude  a  new  drug  from  coverage. 
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QUBSTIOM  tot 

If  the  new  drug  has  a  large  Aneugh  narkct  outside  of  Madioare, 
what  Bort  of  leverage  would  the  Secretary  have  In  negotiating 
a  "reasonable''  price  £ar  the  drug?   For  exaiople,  what  If  only 
10  or  20  percent  of  the  consuaerB  who  would  use  a  new  drug  are 
Medicare-eligible? 

uiBwmi 

«  Even  10  to  20  percent  of  the  narket  repreaents  subetantlal 
purohaeing  power  relative  to  other  buyer*  of  drugs.  For 
eicaaple,  phazaaceutioal  porohases  by  one  HMO,  currently  the 
largest  purchaser  of  drugs  after  the  federal  government, 
reportedly  accounts  for  only  2  percent  of  drug  oompany  sales 
and  claims  to  hlstorloally  receive  substantial  discounts  from 
■anuf acturers . 

araaiiov  8t 

Did  the  AdBinistratlon  consider  a  Medicare  drug  fomulary? 

»  A  formulary  was  considered  by  the  Administration,  ffe  believe 
that  the  rebate  progran  would  be  leas  problematic  to  the 
industry  than  a  formulary  and  woxild  still  contain  costs. 

»  Also,  several  ether  provisions  authorize  the  Secretary  to 
contain  the  costs  of  certain  drugs.  For  example,  the 
Secretary  has  the  authority  to  exclude  exorbitantly  priced  new 
drugs  from  coverage  under  Medicare  if  a  special  rebate  cannot 
be  negotiated  within  six  months.  Also,  the  Secretary  nay 
subject  certain  drugs  to  prior  authorltation  In  order  to  be 
covered  by  Medicare.   Drugs  subject  to  prior  authorization 
Include  drugs  subject  to  misuse  or  Inappropriate  use,  drugs 
which  are  not  cost  effective,  drugs  which  are  multiple  source 
drugs  with  restrictive  prescriptions  and  new  drugs  subject  to 
rebate  negotiations. 

«  In  addition  to  the  rebate  program  and  prior  authorlBation 

prograjDB,  our  proposal  contains  several  other  cost  containment 
meohanlsits.   For  example,  tbe  Secretary  Is  given  authority  to 
establish  a  drug  utilization  review  program  to  improve  quality 
and  control  program  costs  by  preventing  unneoeasary  or 
inai^roprlate  prescribing  or  dispensing  of  madications.  The 
proposal  also  includes  to  incentives  for  the  dispensing  of 
less  expensive  generic  drugs. 

QUBSTIOM  lAt 

What  will  be  the  incentive  for  Medicare  beneficiaries  to  use 
generic  products  after  they  meet  their  $1000  out-of-pocket  cap 
for  prescription  drugs? 

AMSWIBI 

♦  While  there  are  no  innediate  economic  incentives  for 
beneficiaries  to  use  generic  products  once  the  SIOOO  out-of- 
pocket  cap  has  been  met,  their  Part  B  premium  increases  will 
be  lower  if  generic  products  are  routinely  dispensed. 

♦  The  proposal's  payment  methodology  will  provide  an  Incentive 
for  pharBaciste  to  dispense  generic  drugs.  For  all 
presorlptlons  except  those  where  brand  names  are  deemed 
neoessary  by  the  prescribing  phyBioian,  the  pharmacist  will  ba 
paid  based  on  the  median  price  of  generic  substitutes  plus. 
This  will  give  the  pharmacist  an  incentive  to  dispense  the 
lower  cost  generics  rather  than  the  higher  cost  brand  name 
drugs, 

«  Finally,  the  secretary  will  estoblleh  an  educational  program 
for  physicians  and  pharmaoists  regarding  the  appropriate  use 
of  generic  druge. 
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gOBSTIOM  39 

Th«  Prasident'a  plan  would  allow  conaumara  to  atay  In 
traditional  fea-for-aarvlo«  plana  in  ordar  to  be  abla  to 
oboose  thair  own  doctors,  eiven  that  physicians  have  the 
ultimata  authority  to  prescribe  a  particular  nedioation  —  how 
can  we  make  physicians  outside  of  the  managed  care  arena  where 
they  have  little  incentive  to  keep  coats  down,  more  price 
sensitive  to  the  cost  of  prescription  drugs  and  more  likely  to 
encourage  generic  substitution  when  appropriate? 

MBVBSt 

♦  The  Secretary  will  encourage  fee-for-service  physicians  within 
Medicare  to  be  price  sensitive  in  a  number  of  ways. 

♦  First,  the  Secretary  shall  establish  an  educational  program 
for  physicians  and  pharmacists  regarding  the  appropriate  use 
of  generic  drugs. 

♦  Second,  similar  to  the  activities  of  HMOs  and  hospitals  in  the 
private  sector,  the  Secretary  may  require  that  physicians  and 
pharmacists  receive  prior  authorisation  before  prescribing  or 
dispensing  drugs  which  are  not  cost  effective  or  drugs  which 
the  prescribing  physician  deems  brand  naaa  necessary. 

»  Finally,  the  Secretary  may  establish  a  drug  use  review  (DUS) 
program.   DUR  has  the  potential  to  improve  phyeioian 
prescribing  practices,  pharmacist  dispensing  practices,  and 
medication  usage  by  patients. 

QUB8TI0II  4&I 

Is  it  the  Jldministration's  opinion  that  despite  the  entry  of 
brand  name  manufacturers  into  the  generic  marketplace, 
competition  will  continue  to  keep  the  price  of  generic  drugs 
down,  and  that  no  rebates  or  monitoring  of  prices  will  be 
necessary  tor  the  generic  market? 

♦  We  believe  that  requiring  generic  drug  rebates  is  inconsistent 
with  the  benefit's  incentives  to  encourage  the  use  of  generic 
drugs, 

♦  Not  requiring  a  generic  rebate  offerR  incentives  for  increased 
production  of  generic  drugs.   Consequently,  the  introduction 
of  more  lower  coat  generic  products  into  the  market  may  force 
price  reductions  for  similar  brand  name  drugs. 

♦  I^lrthermore,  the  loss  of  relsate  revenues  to  the  federal 
government  Is  net  likely  to  be  substantial.   The  Medicaid  drug 
rebate  program  reports  that  only  about  1  to  2  percent  of  the 
total  rebate  is  attributable  to  the  generic  rebate. 

♦  However,  these  policies  refleot  our  asseasment  of  the  current 
pharmaceutical  marketplace.   If  the  entry  of  brand  name  drug 
companies  Into  the  generic  drug  marketplace  reduces 
competition  among  multiple  source  drugs,  we  would  have  to 
reconsider  rebates  for  generic  drugs. 

QUGSTXOM  4Bi 

Under  the  Administration's  plan,  could  a  brand  name 
manufacturer  file  an  abbreviated  new  drug  applications  to  the 
FDA  and  market  a  generic  version  of  their  drug  while  they 
still  have  patent  protection  for  their  product?  Are  there 
provisions  in  the  Administration's  plan  to  prevent  brand  nana 
manufacturers  from  using  this  strategy  to  avoid  the  17%  rebate 
under  Medicare? 

AHBinitl 

♦  Just  as  under  current  law,  the  President's  plan  would  in 
theory  ;>enilt  a  brand  name  manufacturer  to  receive  marketing 
authority  under  an  AHDA  (or  even  a  paper  NDA  or  supplemental 
HDA)  for  a  generic  version  of  its  pioneer  product,  even  while 
the  patent  is  still  in  effeot.   This  means  that,  assuming  that 
other  regulatory  requirements  are  met  including  patent 
certifications  and  production  standards,  a  patent-holder  could 
market  both  a  brand-name  and  a  generic  version  of  a  drug 
simultaneously  before  the  patent  expires. 
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*  If  this  ware  to  ocour,  tha  17%  rebate  under  Medicare  would 
aontlnue  for  the  pioneer  version  while  no  rebate  would  apply 
to  tha  generic  version.  This  does  not  necessarily  create  «ui 
opportunity  for  prloe-gouglng,  however. 

o  First,  tha  price  for  the  genarlo  version  would  need  to  be 
Buch  lower  than  the  pioneer  version  if  the  oonpany  expects 
patients  (whether  on  Kedioare  or  any  other  coverage)  to 
•wltoh  to  the  generic  version.  This  Beans  that  sarket 
forces  will  help  keep  prloee  vinder  control  even  though  the 
rebate  previsions  would  apply  only  to  the  pioneer  produot. 

o  Second,  once  the  product  goes  Bulti-souroe,  Medloare 

relaburseaent  will  be  Halted  to  the  generic  price  unless 
tha  physician  has  found  the  brand-naae  produot  medically 
necessary.   For  pills  produced  under  identical  conditions 
at  tha  same  plant,  it  is  difficult  to  iaaglna  ■  supportable 
reason  to  Insist  upon  the  pioneer  product.   This  means  that 
Kedloare  prescriptions  will  be  filled  with  the  generic 
version,  whose  price  ie  expected  to  be  lower  than  the 
brand-nase  version  even  after  adjusting  for  rebates. 

e  Third,  while  it  la  conceivable  that  conpanias  oould 
reassign  the  trade  name,  trade  dreas,  or  method  of 
administration  for  their  pioneer  and  generic  versions  in 
order  to  Beuclmize  profits,  this  seena  quite  unlikely  given 
the  sizeable  financial  investment  In  Brand  recognition  and 
intangibles  for  the  pioneer  produot. 

*  Current  provisions  of  the  President 'a  plan  ehould  protect 
against  gaBesnanship  in  drug  pricing.  If  a  risk  of  abuse  Is 
found,  the  AdBinistration  would  be  happy  to  work  in 
eollaboration  with  tha  Congress  to  develop  a  solution. 

QOBBTKa  Si 

What  effects  do  you  believe  a  Medicare  rebate  will  have  on 
phamaoeutioal  prices  In  other  markets,  such  as  drugs  sold  to 
health  plans  or  hospitals?  Does  tha  Administration  anticipate 
some  cost-shifting  as  a  result  of  the  proposed  Medicare 
rebate? 

SHamsi 

*  In  the  past,  hospitals  and  HMOs  have  alleged  that  their  prices 
have  Increased  as  a  result  of  the  Medicaid  rebate  prograo  — 
as  they  often  obtained  the  best  prices  prior  to  the  program 
and  soae  aanufacturers  have  chosen  to  elininate  these 
discounts  in  order  to  not  be  reijuired  to  give  the  same 
discounta  to  the  Medicaid  program. 

*  However,  the  Madieare  rebate  formula  does  MOT  use  a  best  price 
formula.   Instead,  tha  Medicare  formula  uses  a  weighted 
average  of  average  aanufacturer  price  in  the  non-retail  class 
of  trade.  Ttaie  fonaula  is  less  likely  to  result  in  any 
significant  reduction  of  the  disoounts  reoaived  by  hospitals 
and  HMOSi 

gUMTIOil  •! 

Taking  into  account  the  inozeased  coverage  for  prescription 
drugs  and  the  Medicare  rebate,  what  is  the  Administration 
projecting  that  the  eoononio  effect  for  the  industry  will  be 
under  the  President's  health  care  plan?  Please  supply 
specific  estinatea  of  the  net  effect  of  the  prescription  drug 
elements  of  the  Adainletration'a  health  oare  refom  plan  on 
the  pharBaoeutical  industry. 

UISWIS; 

*  According  to  BCPA  actuaries,  the  increase  fnet  of  rebataa^  to 
all  drug  nanufaeturars  as  a  result  of  the  Medicare  outpatient 

frescriptlon  drug  benefit  alone,  is  estiaated  to  range  from 
3.9  billion  in  1996  to  $5.7  million  in  aOOO. 

.  The  net  impact  on  brand  nana  drug  numufacturers  Is 
projected  to  range  froa  $2.6  billion  in  1996  to  $4.0 
billion  In  2000. 

_  The  net  imj>act  on  generic  manufacturers  ie  projected  to 
range  from  $1.3  billion  in  1996  to  $1.8  billion  in  2000. 
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*  Tbaaa  eBtlnates  taXo  Into  account  tha  actuaries'  projections 
for  new  drug  sales  aaong  Medicare  beneficiaries  resulting  from 
the  benefit.   Xhis  amount  is  reduced  by  the  rebates  that 
nanufacturers  will  have  to  pay  in  order  to  have  their  drugs 
covered  by  Medicare.  The  figure  Is  also  increased  by  the 
projected  Medicaid  rebate  amounts  that  will  no  longer  be  paid 
by  aanufaoturera  since  recipients  will  enter  state  health 
alliances. 

QUBSTIOH  71 

Nhat  is  the  Administration's  position  regarding  the  antitrust 
effects  of  mergers  such  as  Herck-Medco,  where  a  major 
pharmaceutical  manufacturer  may  combine  with  a  large  drug 
distributor? 

MfSKESl 

*  The  Administration  believes  that  all  such  mergers  should 
receive  antitrust  review  in  order  to  ensure  that  consumers 
will  not  be  harmed  by  potential  anti-competitive  effects,  such 
as  higher  prices  which  might  result  from  such  mergers.   Tha 
Antitrust  Division  of  the  Department  of  Justice  and  the 
Federal  Trade  Commission  (FTCJ  are  the  agencies  responsible 
for  those  reviews.   For  more  specific  details  of  the  Kerck- 
Madoo  decision,  the  FTC  oould  provide  further  information. 

On  November  16,  1993,  an  official  of  the  FTC  antitrust  arm 
told  the  Senate  Special  Committee  en  Aging  that  ha  FTC 
evaluates  such  mergers,  giving  due  consideration  to  several 
factors,  including  whether  the  companies  are  actual  or 
potential  competitors,  whether  entry  conditions  would  enhance 
or  erode  any  merger-produced  market  power,  and  whether  there 
are  any  merger-produced  efficiencies  that  will  benefit 
consumers . 

The  FTC  also  reviews  the  pharmaceutical  Industry  for  anti- 
competitive practices  such  as  efforts  by  patent  holders  to 
expand  their  exclusive  rights  and  extend  their  market  power; 
tying  arrangements  between  patented  and  unpatented  drugs;  and 
Shan  litigation  or  regulatory  intervention  to  block  new 
entrants  into  a  market. 


flUISTIOHB  VOB  BimTOK  JOBM  MoCAIX 

QUIBTIOS  II 

The  President's  bill  appears  to  rely  on  managed  competition 
and  premium  caps  to  contain  costs  of  health  care  in  all  areas 
except  from  breakthrough  drugs. 

Nhy  does  it  treat  the  costs  of  pharmaoeuticals  differently? 

Why  does  it  particularly  treat  new  drugs  differently  than 
those  already  developed? 

Won't  this  policy  inevitably  discourage  investment  in  and 
research  on  the  development  of  new  drugs.   Please  provide  your 
analysis. 

What  will  the  effect  of  this  policy  on  the  pharmaceutical 
industry.   Please  provide  your  analysis. 

What  will  the  effect  of  this  policy  on  the  biotechnology 
industry.   Please  provide  your  analysis. 

AKSWSRi 

*  While  the  President's  plan  will  help  create  an  openly 
competitive  market  In  most  parts  of  tha  health  care  arena,  no 
plan  can  create  full  market  competition  in  a  monopoly  setting. 
Most  drug  products  face  market  competition,  either  through 
generic  versions  of  the  identical  drug  or  from  other  products 
that  can  serve  as  a  therapeutic  alternative. 

♦  For  patented  breakthrough  drugs,  however,  there  is  by 
definition  a  monopoly  market  and  thus  little  or  no  competitive 
pressures  that  could  ensure  reasonable  pricing.   The 
President's  plan  accordingly  Includes  an  Advisory  Committee  on 
Breakthrough  Drugs  that  will  monitor  whether  these  products 
are  offered  at  reasonable  pricing  and  make  recommendations  to 
the  Secretary  of  BHS. 
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«  n*  Coniklttaa  vill  feoua  on  naw  druga  Introduaad  aftar  the 
atart  of  tha  health  oara  rafont  prooaaa,  in  order  to  have 
naxlmm  lapaot  on  new  breakthrough  produota  where  the  risk  of 
Inappropriate  pricing  la  greateat  while  nlnlaliing  the  adverse 
effect  on  inoentlvea  for  breakthrough  product  development . 

♦  The  Coanlttea'a  role  will  be  atrlctly  advlaory  in  nature,  with 
no  anforceaent  tools  to  "control"  tha  price  of  druga  or  to  eat 
raiaburaeoent  levela  for  federal  or  non-fedaral  prograaa. 
Inatead,  the  Conalttae  will  review  aavaral  aapeota  of  a 
product 'a  pricing  and  provide  guidance  to  the  secretary. 

♦  Tha  CeaBittee'a  role  nuat  be  viewed  within  the  larger  context 
of  health  oara  refon,  which  will  provide  full  medical 
coverage  to  every  American.  Univaraal  aooeas  will  expand  the 
narkat  for  pbaraaceutlcala  greatly  and  provide  well-nanaged 
drug  eoDpaniaa  with  ample  Incentive  for  expanded  reaearoh  and 
devalojaant.  Once  tha  full  market  lapeot  of  health  care 
raforp  ia  underatood  in  industry  and  the  financial  marketa, 
the  President 'a  plan  should  provide  an  ilqportant  boost  to  SiD 
and  to  the  overall  atrength  of  research-intensive 
pharaacautioal  ceapaniaa. 

QDHyiOM  >l 

Bev  Bany  rare  diaeaaae  currently  have  no  effective  treataent 
of  the  approxinately  SiOOO  rare  diaeasas?  Do  you  agree  that 
we  need  greater  Incentlvea  for  the  development  of  new  druga  to 
treat  rare  diaaaaaa? 

xasmBtLt 

♦  There  are  at  leaet  S,000  identified  rare  dieeasea,  the  vaat 
majority  of  which  are  genetic  in  nature.   For  the  vast 
majority  of  these  diaeasas,  particularly  these  with  a  genetio 
oauaa,  no  adequate  drug  therapy  exists. 

♦  The  lack  of  effective  therapies  for  these  rare  diseases  is 
tragio  for  the  patients  and  for  their  faallies.   It  is  also  a 
burden  on  the  health  care  systaa,  because  new  therapies  would 
provide  oost-effeotive  alternatives  to  the  partied  treatments 
and  palliative  measures  to  which  pbyaiclans  are  so  often 
limited. 

♦  The  inoreased  nuaher  of  insured  Americans  under  the 
President's  health  care  reform  plan  will  create  incentives  for 
the  davalopaent  of  new  drug  therapies,  as  will  recent 
goverment  actions  such  aa  etreanlined  approval  procedures  at 
the  FDA,  enhanced  funding  under  the  Orphan  Drug  Act,  and 
increased  research  funding  at  the  NIH.   Yet  further  incentives 
could  help  bring  promising  treatments  to  market  faster,  and 
the  AdmlnlBtratlon  would  support  appropriate  efforts  to  create 
these  mechanisms. 
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RESPONSE  TO  FOLLOW  UP  QUESTIONS 
FROM  THE  SENATE  SPECIAL  COMMITTEE  ON  AGING 


December  7,  1993 


Hearing:    "Pharmaceutical  Marl<etplace  Reform" 
November  16,  1993 


Answers  of  Judith  Wagner,  Ph.D. 

Senior  Associate 

U.S.  Congress 

Office  of  Technology  Assessment 


SENATOR  DAVID  PRYOR 

Chairman 

Senate  Special  Committee  on  Aging 

1.      There  was  a  recent  Wall  Street  Journal  article  which  had  various  estimates  of  the  cost  of 

developing  a  new  drug.    The  manufacturers  are  saying  that  your  recent  report  says  that  it  costs 
$359  million  to  bring  a  new  drug  to  market.    Yet.  there  are  other  reports  that  the  cost  is  lower. 
Can  you  shed  some  light  on  this  topic?  How  much  does  it  really  cost  to  bring  a  new  drug  to 
martlet? 

In  our  February  1 983  report,  OTA  estimated  the  cost  of  bringing  a  new  drug  to  market  for 
drugs  whose  clinical  resting  first  began  in  the  1970s.    For  that  very  old  cohort  of  drugs,  OTA 
estimated  that  the  full  cost  of  bringing  a  new  drug  to  market,  before  the  substantial  tax  savings 
associated  with  R&D  were  taken  into  account,  was  S359  million.    However,  the  net  after-tax- 
savings  cost  of  bringing  a  new  drug  to  market  was  substantially  less,  on  the  order  of  $194  million. 

What  does  this  historical  estimate  say  about  the  cost  of  pharmaceutical  R&D  for  new  drugs 
first  entering  clinical  testing  today?   Very  little    Any  estimate  of  the  cost  of  new  drug  development 
is  very  sensitive  to  the  failure  rate  associated  with  projects  that  are  started  but  abandoned  along  the 
way.   That  failure  rate  depends  in  part  on  the  technology  of  drug  development,  which  is  changing 
rapidly.    If  researchers  are  becoming  more  efficient  at  screening  or  designing  good  drug  candidates 
for  preclinical  and  clinical  testing,  then  failure  rates  may  drop  and  the  cost  per  successful  drug 
would  decline  accordingly.    Even  more  important,  if  developers  see,  on  average,  huge  rewards 
waiting  for  drugs  that  do  reach  the  market,  they  will  take  more  flyers,  investing  in  more  marginal 
candidates.   As  the  potential  rewards  decline,  the  failure  rate  may  also  decline  as  more  uncertain 
candidates  are  not  pursued,  and  the  cost  of  bringing  the  successes  to  market  would  decline. 

In  summary,  OTA  estimated  that  for  drugs  first  entering  clinical  trials  in  the  1 970s,  it  cost 
slightly  less  than  $200  million  on  average  to  develop  each  success.    But  it  is  impossible  to  estimate 
the  cost  of  R&D  for  drugs  entering  clinical  trials  today,  because  changes  in  technology  and  the 
market  will  inevitably  change  the  cost  of  R&O  in  amounts  and  even  directions  that  are 
unpredictable. 


2.      What  do  you  think  will  be  the  impact  on  generic  drug  prices  of  the  aggressive  movement  of  the 
t>rand  name  manufacturers  into  this  market?  Will  this  be  good  or  bad  for  price  competition? 

As  the  share  of  the  multi-source  market  that  goes  to  generics  increased  over  the  past  five 
years,  many  PMA  companies  decided  to  enter  the  generics  business,  either  by  purchasing 
independent  generic  manufacturers  and   distributors  or  by  starting  their  own  generic  manufacturing 
and  marketing  subsidiaries.   The  impact  of  these  moves  on  price  competition  will  need  to  be 
monitored  in  the  future. 
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Originator  companies  have  a  timing  advantage  over  independent  or  other  PMA  generic 
competitors  in  getting  a  generic  version  of  the  originator  compound  to  market.   Not  only  does  the 
originator  company  have  distinct  cost  and  time  advantages  in  gaining  ANDA  approval  from  FDA,  but 
it  also  can  begin  marketing  the  generic  version  of  the  product  even  before  the  product  loses  patent 
protection.    Several  PMA  companies  have  already  announced  their  intention  to  introduce  their 
generic  versions  before  their  compound  loses  patent  protection.   The  purpose  of  this  aggressive 
entry  into  the  generic  market  is  to  gain  the  'first  mover"  advantage.    By  this  I  mean  that  the  first 
generic  product  on  the  market  can  enter  at  a  price  that  lies  somewhere  between  the  originator  price 
and  the  "competitive"  price  (i  e.,  the  price  that  covers  costs  plus  just  enough  profit  to  keep  the 
company  producing  the  product).   As  successive  competitors  enter,  the  price  (and  margin)  drops. 
So,  for  the  period  during  which  the  originator  company  has  the  only  generic  on  the  market,  it  is  able 
to  gain  a  higher  margin  on  generic  sales  than  it  would  if  it  faced  a  number  of  generic  competitors. 

Appropriating  the  advantages  of  the  first  mover  in  generics  could  weaken  the  independent 
generic  industry  and  could  make  it  even  more  difficult  than  it  already  is  for  a  new  generic  firm  to 
start  from  scratch.    However,  if  a  large  number  of  PMA  companies  offer  competing  products  in  the 
generics  market,  competition  might  be  enhanced     The  ultimate  test  for  healthy  price  competition  in 
multi-source  drug  markets  is  whether  or  not  a  large  enough  number  of  competing  producers  is  in 
the  market  to  ensure  that  the  price  is  driven  to  its  competitive  level    Only  time  will  tell  whether  the 
new  market  structure  in  generic  drug  production  will  enhance  or  decrease  the  level  of  active  price 
competition. 

3.      What  role  does  NIH  have  in  the  diseovery  and  development  of  breakthrough  drugs?  Are  market 
forces  sufficient  to  contain  the  cost  of  these  drugs? 

NIH  not  only  has  invested  in  the  academic  infrastructure  and  in  basic  research  grants  that  have 
laid  the  foundations  of  the  new  biology,  but  it  has  also  invested  directly  in  the  development  of  new 
therapies  for  important  diseases.   OTA  estimated  that  in  1989  alone,  NIH  and  other  Federal  research 
labs  invested,  at  a  minimum,  $700  million  in  targeted  drug  discovery  and  development  programs  in 
Federal  laboratories. 

Current  technology  transfer  laws  require  the  Federal  government  to  give  academic  and  non- 
profit grantees  intellectual  property  rights  to  inventions  made  as  part  of  government  grants.    It  also 
encourages  the  transfer  of  technologies  developed  in  Federal  research  laboratories  to  the  private 
sector  through  programs  that  allow  for  exclusive  licensing  under  Cooperative  Research  and 
Development  Agreements  (CRADAs). 

Once  these  intellectual  property  rights  have  been  transferred,  NIH  has  virtually  no  control  over 
the  prices  charged  for  products  marketed.   Academic  institutions  and  Federal  research  laboratories 
(and  their  staffs)  do  share  in  royalties  from  the  sales  of  licensed  drugs.    We  have  no  data  on  the 
level  of  royalties  received  from  the  sale  of  such  drugs  by  academic  institutions,  but  OTA  did  find 
that  NIH  as  an  institution  earned  only  S2  million  in  royalty   income  in  1988. 

Whether  market  forces  are  sufficient  to  contain  the  cost  of  drugs  developed  either  indirectly  or 
directly  through  NIH  support  has  no  bearing  on  their  origin  in  NIH.   They  are  essentially  like  every 
other  drug  in  the  market  place.    Because  NIH-aided  drugs  are  often  therapeutic  "breakthroughs*, 
they  may  have  little  competition  from  close  competitors  during  the  period  of  patent  protection. 
Consequently,  the  entity  holding  the  right  to  market  the  drug  has  the  freedom  to  price  accordingly. 


SENATOR  WILLIAM  S.  COHEN 


1.  Can  you  explain  why  the  theory  of  the  'first-mover'  advantage  and  how  it  could  impact  the 
ability  of  independent  generic  firms  to  compete  on  equal  terms  with  Itrand  name 
manufacturers? 

Please  see  answer  to  question  2  of  Senator  Pryor's  questions. 

2.  A  recent  report  released  by  Price  Waterhouse,  for  the  Pharmaceutieal  Manufactures 
Association,  states  that  'The  Office  of  Technology  Assessment  has  estimated,  for  drugs 
introduced  in  198  J- 1983.  that  the  net  present  value  of  after-tax  profits  would  need  to  faS  by 
15.7  percent  to  eBminate  'excess  '  profits  from  within  the  industry.    And  that  "from  1990- 
1992,  the  industry's  after-tax  return  on  sales  dropped  by  more  than  15. 7  percent  suggesting 
that  'excess  '  profits  ere  disappearing. ' 

Do  YOU  believe  that  this  estimated  drop  in  profits  to  be  correct  and  H  so.  does  the  Price 
Weterhouse  report  accurately  use  the  OTA  statement  to  conclude  competition  hes  worked  to 
squeeze  out  'excess  '  profits  from  the  industry? 

Price  Waterhouse  correctly  interpreted  but  improperly  used  OTA's  study  of  the  net  after-tax 
returns  on  new  drugs  introduced  between  1981  and  1983.   OTA  found  that  on  average  for  each 
drug  introduced  in  that  period,  the  company  could  expect  over  the  lifetime  of  the  drug  a  return  of  aj 
least  $36  million  in  excess  of  the  amount  needed  to  repay  investors  for  the  risks  they  incur  in 
developing,  producing,  and  marketing  the  drug.   That  $36  million  excess  represents  15.7  percent  of 
the  present  value  of  the  $230  million  earned  by  the  company  after  the  drug  is  launched  on  the 
market. 
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OTA'S  estimate  was  based  on  the  full  life-cycle  of  cash  flows  over  a  32  year  period  of  a  drug's 
life  ( 1 2  years  of  drug  development  plus  20  years  of  marketing) .   It  cannot  and  should  not  be  related 
to  accounting  profit  margins  obtained  in  any  year.    A  pharmaceutical  company  can  be  thought  of  as 
a  collection  of  products,  some  new,  some  old,  and  some  still  in  development.   Where  in  its  life-cycle 
each  product  lies  will  determine  the  firm's  overall  accounting  profits  in  a  given  year.    For  example,  a 
one-product  company  with  a  new  blockbuster  drug  may  have  very  high  accounting  profits  in  the 
first  years  after  product  launch,  but  if  no  other  drugs  are  developed,  revenues  and  profits  will 
eventually  decline.   Accounting  profit  margins  in  any  year  are  reduced  by  firms'  current  investments 
in  R&D.    So,  if  R&O  is  high,   profit  margins  will  be  low.    But  the  R&D  will  generate  high  returns  in 
future  years. 

Other  incompatibilities  between  accounting  rates  of  return  and  the  cash  flow  analysis  also 
exist.    For  example,  accounting  profit  margins  are  based  on  total  operations  of  a  firm,  including  both 
prescription  drugs  and  other  products.   They  are  also  affected  by  changes  in  exchange  rates, 
especially  for  multinational  firms. 

In  conclusion,  it  is  inappropriate  to  draw  any  conclusions  about  trends  in  "excess"  profits  from 
a  comparison  of  OTA's  cash  flow  analysis  with  today's  reported  pharmaceutical  profit  margins. 

3.      The  OTA  report  concluded  that  so  far  "actions  by  governments  and  insurers  to  control  prices 
paid  for  new  drugs  or  to  encourage  price  competition  between  different  drugs  with  similar 
therapeutic  effects"  have  yet  to  occur  "at  a  scale  that  would  seriously  jeopardize  the  market  for 
new  drugs. " 

In  your  opinion,  how  woiM  the  cost-containment  provisions  in  the  President's  plan  affect 
pfwrmaceutical  R&D?  Do  you  think  more  government  intervention  will  lower  drug  costs  or 
jeopardize  the  investments  needed  by  manufacturers  to  discover  new  breakthrough  drugs? 

Does  the  current  10  billion  dollars  a  year  investment  into  pharmaceutical  R&D  in  the  United 
States  and  the  number  of  patents  about  to  expire  on  brand-name  drugs  guarantee,  at  least  for 
the  short  term,  that  companies  will  continue  their  efforts  to  find  new  drugs? 

Although  a  new  market  place  for  drugs  is  emerging  rapidly,  it  is  still  in  its  infancy.   The  new 
market  place  is  one  in  which  employers  and  insurers  are  making  use  of  "managed  care  pharmacy" 
to  encourage  more  price  consciousness  in  prescribing  and  dispensing  of  prescription  drugs.   These 
programs,  which  rely  on  formularies  and  programs  to  encourage  prescribing  of  generics,  hold  the 
potential  to  moderate  drug  prices  in  important  therapeutic  categories.    Formularies  are  now  in  place 
in  most  HMOs,  and  some  indemnity  plans  are  now  turning  to  managed  care  pharmacy  programs  to 
help  restrain  costs.    However,  enforcement  of  formularies  is  often  voluntary,  even  in  HMOs,  and  it 
will  take  time  before  such  programs  reap  all  the  cost  saving  potential  implied  by  the  availability  of 
generic  and  therapeutic  choices  in  many  of  the  biggest  therapeutic  categories. 

In  the  long-run,  the  managed  care  market  place  that  is  developing  may  not  be  able  to  deal 
effectively  with  therapeutic  "breakthroughs",  and  adjustments  in  industry  strategy  may  limit  the 
amount  of  choice  available  in  new  therapeutic  categories.    Indeed,  the  new  market  place  sends 
signals  to  the  pharmaceutical  industry  that  investing  to  develop  a  new  drug  in  an  already  crowded 
therapeutic  field  may  not  be  worthwhile,  so  less  "imitative"  R&D  on  metoo  drugs  can  be  expected 
as  the  new  marketplace  grows  in  importance.   How  strong  these  effects  will  be  on  overall 
investment  in  R&D  is  unpredictable     The  U.S.A.  represents  only  30  percent  of  the  world 
pharmaceutical  market,  so  signals  from  the  rest  of  the  world  about  what  kinds  of  drugs  will  be 
valued  and  how  quickly  they  will  be  accepted  also  play  a  big  role  in  determining  levels  of 
investment.    It  is  safe  to  predict  that  over  the  next  few  years  we  are  bound  to  see  worldwide  R&D 
investment  moderate  as  a  result  of  the  changing  market  environment. 

I  want  to  emphasize  that  the  emerging  market  place  has  nothing  to  do  with  Health  Care  Reform 
initiatives.    But,  health  care  reform  can  change  the  trends  depending  on  the  specific  incentives 
inherent  in  any  prescription  drug  benefit.    At  the  request  of  your  Committee  and  the  House  Energy 
and  Commerce  Subcommittee  on  Health  and  the  Environment,  OTA  has  just  begun  a  small  study  of 
the  potential  for  price  competition  to  moderate  the  prices  of  breakthrough  drugs.    As  part  of  that 
study  we  will  be  examining  some  of  the  elements  of  proposed  pharmaceutical  benefit  plans, 
including  those  in  the  Administration's  Health  Care  Reform  package.    We  expect  to  be  able  to  report 
our  findings  to  this  committee  early  next  spring. 

4.  Do  you  see  the  proposed  merger  of  Merck-Medco  to  be  a  sign  that  the  brand  name  companies 
will  further  concentiate  the  pharmaceutical  marketplace?  What  sort  of  concerns  do  you  have 
about  the  mergers  and  acquisitions  in  the  industry? 

OTA  has  not  studied  the  Merck-Medco  merger  in  detail.    I  see  it  as  one  piece  of  the  more 
general  industry-wide  strategic  adjustments  that  are  occurring  in  anticipation  of  the  emergence  of 
the  new  pharmaceutical  market  place.    Pharmaceutical  companies  have  come  to  recognize  that 
insurers  and  employers  are  soon  going  to  require  that  multi-source  prescription  drugs  be  filled  with 
less  expensive  generic  products,  and  they  are  positioning  themselves  to  respond  to  that  new  reality. 
They  also  recognize  the  growing  potential  of  managed  care  pharmacy  to  alter  prescribing  and 
dispensing  patterns     Merck  has  placed  a  bet  on  the  importance  of  such  programs  to  the  future 
health  of  its  company. 

Whether  the  restructuring  of  the  industry  along  these  lines  will  ultimately  limit  the  emergence  of 
effective  price  competition  in  the  market  place  is  an  important  question  that  needs  to  be  addressed 
as  the  Congress  considers  the  design  of  a  prescription  drug  benefit  under  health  care  reform. 
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5.     In  your  report  you  also  indicate  that  neither  the  FDA,  nor  the  NIH  the  agency  responsible  for 
enforcing  the  reasonable  pricing  clause  on  an  invention  resulting  from  research  under  a  CRADA, 
have  the  expertise  or  authority  to  determine  whether  cost  data  provided  by  companies  are 
accurate  and  Justify  the  price  the  manufacturer  intends  to  charge. 

What  agency  or  department  do  you  believe  would  be  ttest  equipped  to  estimate  the 
'reasonable'  cost  for  a  new  drug  entering  the  market? 

This  question  has  two  parts.     The  first  is  technical:  whether  any  entity  can  acquire  information 
of  sufficient  accuracy  to  estimate  the  R&D  and  other  costs  associated  with  a  drug  developed  under 
a  CRADA.   The  second  is  a  question  of  government  organization:    whether  NIH,  the  Public  Health 
Service,  or  some  other  government  agency  is  the  best  agency  to  handle  the  administration  of  such 
'reasonable  cost*  assessments. 

Although  I  believe  it  will  be  difficult  under  any  circumstances  to  develop  good  cost  estimates, 
the  difficulty  is  compounded  if  such  cost  data  are  requested  retrospectively,  i.e.,  after  research  has 
been  completed  and  a  product  is  about  to  be  launched  on  the  market.    One  alternative  would  be  to 
require  firms  to  establish  and  maintain  cost  accounts  for  the  specific  project  according  to  a 
standardized  cost  reporting  system  at  the  time  they  enter  into  a  CRADA  with  NIH  .    (Hospitals  have 
long  been  required  to  report  costs  to  HCFA  using  a  standardized  cost  reporting  system  that  follows 
specific  cost-allocation  rules.)   It  might  then  be  possible  to  negotiate  as  part  of  the  CRADA 
agreement  the  rules  or  methods  to  be  used  to  establish  the  price  of  a  drug  should  it  emerge  from 
the  CRADA  in  the  future.   The  willingness  of  firms  to  enter  into  CRADAs  with  such  terms  and  thus 
to  bring  the  results  of  government  funded  research  to  the  public  would  be  a  consideration  in 
designing  such  an  alternative. 

The  second  question  --  the  best  organization  of  such  an  effort  -  requires  careful  thought.   In 
other  forums  we  have  argued  that  the  NIH  may  not  be  an  appropriate  agency  to  negotiate  or 
administer  the  'reasonable  pricing"  clause  of  CRADAs,  because  it  lacks  both  the  expertise  and  the 
incentive  to  do  so.    (Under  terms  of  the  Technology  Transfer  Act,  NIH  and  its  researchers  may 
share  in  royalties  under  CRADAs  and  other  licenses.)   Establishing  a  permanent    ^dependent 
secretariat  within  the  Department  of  HHS,  but  separate  from  NIH,  may  be  a  reasonable  alternative. 


SENATOR  JOHN  MCCAIN 


7.      How  will  the  Clinton  plan  affect  the  availability  of  new  t)reakthrough  drugs? 

This  is  a  critical  question  that  deserves  much  thought.    I  believe  It  would  be  premature  for  me 
to  comment  on  Clinton  plan  without  more  research  on  the  Issue.    OTA  has  been  requested  to  study 
this  question  in  more  detail  for  your  committee,  and  I  hope  we  will  have  thorough  answers  by  early 
next  spring. 


How  win  tfte  Clinton  plan  affect  the  economic  viability  and  vitality  of  the  pharmaceutical 
industry?  How  would  it  affect  the  viatt^ty  and  vitality  of  the  biotechnology  industry? 

OTA  will  attempt  to  address  this  question  as  part  of  our  new  study  on  breakthrough  drugs. 

What  alternatives  to  the  approach  taken  in  the  Clinton  plan  to  containing  pharmaceutical  costs 
are  availattle?    What  would  be  their  effects  in  terms  of  costs  and  availability  of  viability  and 
vitality  of  the  pharmaceutical  and  biotechnology  industries? 

OTA  will  attempt  to  address  this  question  as  part  of  our  new  study  on  breakthrough  drugs. 

What  factors  enter  into  your  analysis  of  the  effects  of  public  policy  on  the  cost  and  availatuJity 
of  new  and  existing  drugs?  For  example,  is  the  "time  value  of  money'  {i.e..  foregone 
investment  income!  included  in  your  analysis?   What  figure  do  you  assign  to  the  cost  of 
capital?  Please  indicate  the  justification  for  these  factors  and  the  figures  that  you  apply. 
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In  our  ana(vsis  of  the  cost  of  developing  and  the  returns  on  investment  in  the  new  drugs 
developed  between  1981  and  1983,  OTA  included  the  time  value  of  money.    For  example.  OTA 
concluded  that  the  net  after-tax  cost  of  bringing  a  new  drug  to  market  Ifor  drugs  entering  the 
market  in  the  early  to  mid-1980sl  was  approximately  $194  million.    Only  35  percent  of  that  cost 
represented  real  cash  outlays.   The  rest,  ($125  millionl,  is  a  charge  for  the  time  value  of  the  money 
tied  up  in  R&D  investments.   The  $125  million  in  interest  costs  was  evaluated  at  a  cost  of  capital 
that  ranged  from  14  percent  to  10  percent  over  the  lifetime  of  the  R&D  project,  reflecting  the  higher 
cost  of  capital  associated  with  early  R&D  investments.    We  chose  our  cost  of  capital  figures  based 
primarily  on  a  contractor's  analysis  of  the  cost  of  capital  in  the  pharmaceutical  industry.  Our 
detailed  methodology  is  laid  out  in  Appendix  C  of  OTA's  report.  Pharmaceutical  R&D:  Costs.  Risks 
and  Rewards. 

5.      Would  you  charmctarin  the  figure  of  $23  7  million  investment  needed  for  the  development  of  a 
new  drug  used  in  the  Tufts  study  as  inaccurate  or  misleading? 

OTA  based  its  estimate  of  R&D  costs  on  the  Tufts  University  analysis  of  the  cash  costs 
required  to  bring  a  new  drug  to  market  in  the  early  1 980s.    OTA  concluded  that  the  Tufts  study's 
methodology,  based  on  a  survey  of  pharmaceutical  companies,  was  reasonably  accurate.   Tufts 
University  computed  its  costs  in  1 987  dollars,  however,  and  applied  a  lower  cost  of  capital  (9 
percent)  to  investments  in  R&D.   Finally,  the  Tufts  study  did  not  take  into  account  the  substantial 
tax  savings  resulting  from  investments  in  R&D.   OTA  estimated  that  in  1 990  dollars  the  cost  was 
$359  million  before  tax  savings,  and  $194  million  after  tax  savings  are  taken  into  account. 

To  summarize,  the  Tufts  estimate  was  too  low  in  one  respect  (using  a  low  cost  of  capital)  and 
too  high  in  another  (failing  to  take  into  account  tax  savings  from  R&D).   OTA  accepted  the 
underlying  data  on  cash  outlays  as  reasonably  accurate. 


SENATOR  GRASSLEY 

1.  In  your  February  report  you  examined  pricing  policies  of  other  nations.    I  am  particularly 
interested  in  the  policies  of  Japan.   Japan  has  not  hidden  the  fact  that  they  are  nurturing  a 
biotech  industry.   However.  H  is  important  to  note  that  Japan  has  not  produced  any  biotech 
products  to  date. 

Can  you  tall  us  how  Japan  prices  their  'breakthrough  drugs'  and  what  issues  they  take  into 
account  when  making  these  decisions? 

In  our  study  of  Pharmaceutical  R&D,  we  briefly  described  the  payment  systems  of  five 
industrial  nations,  including  Japan.   At  the  time  we  completed  our  analysis  (late  1992),  Japan  was 
introducing  a  new  reimbursement  system  that  was  intended  to  increase  the  reimbursement  rates  of 
innovative  or  "shining  new  drugs'  which  are  defined  as  new  chemical  or  biological  entities  that  are 
both  therapeutically  and  chemically  innovative.   These  new  drugs  will  be  allowed  a  higher  price  than 
other  new  drugs    It  is  unclear  to  what  extent  this  law  will  favor  Japanese-originated  drugs  over 
breakthrough  drugs  developed  in  other  countries.    On  its  face,  the  new  policy  does  not  favor 
Japanese-developed  drugs.   A  proposed  measure  increasing  the  allowed  price  of  Japanese- 
originated  drugs  was  dropped,  apparently  to  facilitate  the  import  of  significant  new  drugs  from  other 
countries.   However,  some  Japanese  policy  makers  and  industry  representatives  believe  the  new 
directives  will  indeed  foster  a  strong  Japanese  industry  steeped  in  innovative  R&D. 

2.  You  spoke  about  the  chaMenget  of  pricing  breakthrough  drugs.   Many  of  the  future 
breakthrough  products  wU  be  biotechnology  derived  products.    Are  there  significant  differences 
in  the  cost  of  drug  development  between  traditional  pharmaceutical  and  biotechnology  derived 
products?    What  are  the  m^/or  reasons  for  these  differences?  Do  you  feel  thai  government 
officials  can  take  these  nuances  into  account  in  determining  whether  biotech  prices  are 
reasonable  or  not? 

The  costs  of  developing  biotechnology  drugs  may  be  very  different  from  those  of  traditional 
drugs,  but  whether  the  costs  are  higher  or  lower  is  not  clear    On  the  one  hand,  biotechnology 
drugs  may  have  a  shorter  discovery-development  time  and  may  ultimately  be  found  to  have  a  lower 
failure  rate  during  clinical  testing.   Above  all  else,  the  failure  rate  dictates  the  average  cost  of 
bringing  a  new  drug  to  market.  On  the  other  hand,  FDA  regulations  appear  to  require  a  larger 
commitment  of  investment  to  construction  of  full-scale  manufacturing  facilities  as  part  of  the 
product  approval  process.   These  requirements,  though  not  technically  R&D,  mean  that  more 
investment  dollars  are  tied  up  early,  affecting  the  ultimate  returns  on  drugs. 

It  is  very  difficult  to  find  the  "right"  price  for  any  drug  through  administered  pricing  systems. 
On  the  whole,  when  the  market  is  working  properiy  it  does  much  better  in  establishing  correct 
prices.   The  problem  with  breakthrough  drugs  in  general,  including  biotechnology  drugs,  is  that  the 
market  does  not  work  very  well  to  send  the  appropriate  signals  about  value     Careful  study  is 
needed  of  the  problem  of  high  prices  for  breakthrough  drugs  that  will  be  inevitable  under  a  universal 
prescription  drug  benefit  unless  methods  of  improving  the  efficiency  of  the  market  are  found. 
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UNITED  STATES  OF  AMERICA 

FEDERAL  TRADE  COMMISSION 

WASHINCrroN.  DC.  20580 
Bureau  of  Competition 

January  7,  1994 


The  Honorable  David  Pryor 

Chairman 

United  States  Senate 

Special  Committee  on  Aging 

Washington,  D.C.  20510-6400 

Dear  Chairman  Pryor: 

In  connection  with  my  testimony  before  the  U.S.  Senate  Special 
Committee  on  Aging  on  November  16,  the  Committee  submitted 
additional  questions.  Enclosed  is  my  response  to  these  questions. 
Let  me  note,  as  I  did  in  my  oral  remarks,  that  my  responses  to 
these  questions  are  my  own,  and  do  not  necessarily  represent  the 
views  of  the  Commission  or  any  individual  Commissioner. 

If  you  or  your  staff  have  any  additional  questions,  please  to 
not  hesitate  to  contact  me. 


Sincerely, 


Mark  D.  Whitener 
Acting  Deputy  Director 


QUESTIONS  FROM  SENATOR  WILLIAM  S.  COHEN 

Question; 

Given  the  conditions  of  this  industry  such  as,  long  patent 
protection,  extending  patent  life,  a  company  manufacturing  its  own 
generic,  are  these  conditions  ripe  for  anti-competitive  effects? 

Answer : 

The  Federal  Trade  Commission  examines  market  conditions  such 
as  these  in  the  context  of  specific  transactions.  But  these 
conditions,  in  and  of  themselves,  do  not  necessarily  lead  to 
anticompetitive  effects.  The  protections  of  the  patent  laws  and 
the  1984  Waxman-Hatch  Drug  Price  Competition  and  Patent  Term 
Restoration  Act'  represent  a  determination  by  Congress  that  a 
certain  period  of  marketing  exclusivity  is  necessary  to  offer 
incentives  to  pharmaceutical  patent  holders  to  continue  to  develop 
and  improve  patented  products.  Although  patents  and  marketing 
exclusivity  provisions  may  limit  the  number  of  competitors  in  a 
market  and  may  in  some  cases  represent  barriers  to  entry,  the 
existence  of  the  patent  or  marketing  exclusivity  may  not  itself 
raise  a  competitive  problem  under  the  antitrust  laws.  But  where 
the  patent  holder  attempts  to  extend  that  exclusivity  in  an 
anticompetitive  manner  —  or,  as  discussed  in  my  testimony,  to 
abuse  the  regulatory  process  in  order  to  impede  competitive  entry  - 
-  antitrust  issues  can  be  raised. 

Likewise,  it  is  not  inherently  anticompetitive,  and  it  may 
indeed  be  procompetitive,  for  a  brand  name  firm  to  enter  into 
generics.  The  Commission  would  carefully  consider  any  allegations 
that  such  entry  was  anticompetitive  in  a  particular  case. 


'  P.L.  98-417,  98  Stat.  1585  (1984),  codified  at  35  U.S.C. 
§  156  et  seq. 
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Question: 

In  your  statement  you  refer  to  the  case  in  which  the 
Conunission  accepted  a  consent  order  with  Roche  Holding  Ltd.  in 
regard  to  the  company's  acquisition  of  Genentech  Inc.  which  could 
have  threatened  competition  in  three  pharmaceutical  markets. 

Can  you  explain  how  the  FTC  anticipates  what  the  market  for  a 
particular  new  drug  therapy  will  be? 

Answer : 

Merger  analysis  is  inherently  predictive;  in  most  cases  the 
Commission  reviews  a  proposed  transaction  to  determine  its  likely 
effects  on  competition.  Predicting  the  contours  of  the  market,  or 
markets,  for  a  new  product  —  whether  in  the  pharmaceutical 
industry  or  other  high-technology  industries  —  can  be  more 
challenging  than  defining  markets  for  existing  products,  but  it  can 
be  done  using  the  same  basic  analytical  tools  that  we  use  in  all 
investigations.  In  determining  the  relevant  product  market  for  a 
new  therapy  that  is  under  research  or  undergoing  the  regulatory 
review  process,  we  look  to  all  available  evidence  of  the  likely 
role  the  product  will  play  in  the  marketplace,  including  the 
functions  it  will  serve,  the  buyers  it  will  attract,  and  the 
competitors  it  will  face.  The  Commission  looks  closely  at  the 
objectives  of  the  firms  engaging  in  research  and  development  into 
the  particular  drug,  and  their  own  assessments  of  what  the  post- 
innovation  market  will  look  like.  Other  agencies,  such  as  the  Food 
and  Drug  Administration,  can  provide  valuable  information  in  this 
regard.  We  may  obtain  information  from  other  firms  that  produce  or 
may  be  seeking  to  produce  similar  therapies.  We  may  also  consult 
industry  experts,  academics  and  advocates  for  patient  groups,  who 
may  have  insights  into  the  likely  markets  for  a  drug  therapy  under 
development. 

Question: 

Did  the  companies  challenge  the  decision  by  the  FTC? 

Answer; 

The  parties  in  Roche  Holding  Ltd.'  did  not  challenge  the 
Commission's  complaint;  they  entered  into  a  consent  order  that 
settled  the  Commission's  charges. 


'  Roche  Holding  Ltd. .  C-3315  (19^0) 
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QUESTION  FROM  SENATOR  CHARLES  E.  GRASSLEY 

Ouestion: 

There  has  been  a  fair  amount  of  discussion  over  whether  the 
pharmaceutical  industry's  practice  of  offering  different  discounts 
to  different  types  of  purchasers  results  in  higher  drug  prices  at 
the  retail  level.  We  have  heard  some  discussion  of  this  issue  this 
morning.  Could  you  elaborate  on  the  FTC's  policy  and  how  it  has 
arrived  at  its  position. 

Answer : 

Let  me  begin  by  noting  that  the  Federal  Trade  Commission  does 
not  have  a  specific  policy  regarding  differential  pricing  in  the 
pharmaceutical  industry.  In  the  pharmaceutical  industry,  as  in 
others,  we  examine  each  case  on  an  individual  basis  to  determine 
whether  differential  pricing  may  raise  concerns  under  the  antitrust 
laws.  The  Robinson-Patman  Act'  makes  it  unlawful,  in  certain 
circumstances  and  subject  to  various  defenses,  for  a  seller  to 
discriminate  in  price  between  different  purchasers  of  goods.  The 
fact  that  a  supplier  is  charging  different  prices  to  different 
purchasers  does  not,  however,  necessarily  constitute  a  violation  of 
the  Act.  For  example,  the  price  differential  must  have  the 
prohibited  effect  of  substantially  lessening  competition. 

Further,  the  Robinson-Patman  Act  does  not  prohibit 
differential  pricing  to  two  customers  who  may  have  the  same 
nominal  trade  classifications,  if  the  price  differences  are  based 
on  the  actual  differences  in  functional  roles  of  the  customers. 
For  example,  the  tasks  that  some  distributors  may  perform  —  such 
as  warehousing  —  may  entitle  them  to  functional  discounts.  When 
we  consider  these  issues,  we  focus  on  the  actual  nature  of  the 
price  difference,  and  of  the  parties  in  question.  We  do  not  accept 
uncritically  the  labels  or  classifications  given  by  sellers. 

As  you  can  tell  from  this  discussion,  whether  price 
discrimination  results  in  a  violation  of  the  Robinson-Patman  Act 
depends  on  the  facts  of  the  particular  case.  The  Bureau  of 
Competition  has  investigated  allegations  of  discriminatory  pricing 
practices  by  pharmaceutical  manufacturers  in  the  past,  and  as  noted 
in  my  testimony,  we  have  an  ongoing  investigation  in  this  area. 


15  U.S.C.  §  13  (1988) 
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QUESTIONS  FROM  SENATOR  DAVID  PRYOR 


Question: 

In  his  testimony  before  the  November  16th  hearing  of  the  U.S. 
Senate  Special  Committee  on  Aging,  Mr.  Gerald  Mossinghoff  referred 
to  a  1989  letter  from  the  FTC  to  Congressman  Jack  Brooks,  Chairman 
of  the  House  Judiciary  Committee. 

Could  you  please  provide  a  copy  of  that  letter  for  the  record. 

Answer: 

Pursuant  to  your  request,  we  have  enclosed  a  copy  of  the 
letter  from  the  Commission  to  The  Honorable  Jack  Brooks,  dated 
August  15,  1989. 

Question: 

Could  you  please  provide  us  with  your  views  regarding  this 
letter  to  Chairman  Brooks  and  any  other  comments  that  you  may  wish 
to  share  for  the  record  concerning  Mr.  Mossinghoff 's  testimony 
before  the  Committee. 

Answer: 

As  the  Commission's  letter  to  Chairman  Brooks  indicates, 
whether  price  differentials  violate  the  Robinson-Patman  Act  depends 
upon  a  number  of  factors,  including  the  impact  of  such  practices  on 
competition  at  the  same  functional  level  of  the  distribution  chain 
and  a  number  of  technical  requirements  of  the  Act.  The  Commission 
and  its  staff  seek  to  determine  the  existence  of  such  violations 
through  investigations  of  specific  fact  situations  on  a  case-by- 
case  basis.  The  letter  to  Chairman  Brooks  summarizes  the  results 
of  the  Commission's  investigations  of  price  differentials  in  the 
pharmaceutical  industry  prior  to  1989. 

There  have  been  some  suggestions,  apparently  based  on  this 
letter,  that  the  Commission  has  generally  approved  of  the  pricing 
practices  of  pharmaceutical  manufacturers.  As  the  letter  to 
Chairman  Brooks  indicates,  none  of  our  pre-1989  investigations  led 
to  law  enforcement  activity.  Those  law  enforcement  decisions, 
however,  cannot  and  should  not  be  taken  as  a  clean  bill  of 
Robinson-Patman  health  for  the  pharmaceutical  industry.  Most  of 
the  investigations  reported  on  in  the  letter  involved  allegations 
that  non-profit  institutions  had  been  operating  beyond  the  special 
Robinson-Patman  exception  created  by  the  Non-Profit  Institutions 
Act,*  and  for  that  reason  alone  the  results  of  those 
investigations  should  not  be  taken  as  a  barometer  of  industry 

performance  under  the  general  provisions  of  the  Robinson-Patman 
Act. 

The  Commission  also  observed  in  the  letter,  in  response  to  a 
general  question  about  the  possibility  of  drug  manufacturers'  use 
of  false  classes  of  trade  to  justify  price  discrimination,  that 
there  appeared  to  be  legitimate  functional  differences  among  many 
classes  of  pharmaceutical  purchasers.  As  the  Commission  pointed 
out  in  the  letter  to  Chairman  Brooks,  however,  we  do  not 
uncritically  accept  functional  labels  that  do  not  accurately 
reflect  competitive  realities. 

More  fundamentally,  however,  it  would  be  incorrect  to 
extrapolate  from  the  findings  of  any  set  of  law  enforcement 
decisions  to  a  finding  about  the  legality  of  pricing  practices 
throughout  an  entire  industry.  There  is  no  factual  basis  for  such 
extrapolation,  and  such  a  general  finding  would  be  inconsistent 
with  our  responsibility  to  evaluate  potential  violations  of  the  law 
on  a  case-by-case  basis.  We  will  continue  to  investigate  — 
indeed,  as  I  said  in  my  testimony,  we  are  investigating  — 
allegations  suggesting  the  possibility  of  Robinson-Patman  Act 
violations  in  the  pharmaceutical  industry,  as  appropriate. 


15  U.S.C.  §  13c  (1988) 
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FEDERAL  Trade  commission 

WASHINGTON.  D.  C.    20960 

August    15,     1989 


The  Honorable  Jack  Brooks 

Chairman 

Committee  on  the  Judiciary 

U.S.  House  of  Representatives 

Washington,  D.C.   20515-6216 

Dear  Mr.  Chairman; 

The  Federal  Trade  Commission  is  pleased  to  submit  this 
response  to  your  letter  of  June  22,  1989.   You  requested 
information  describing  the  Commission's  enforcement  and 
investigative  activity  for  the  past  nine  years  regarding  alleged 
discriminatory  pricing  practices  by  pharmaceutical  manufacturers 
that  may  violate  the  Robinson-Patman  Act.  The  Commission  is 
responding  to  your  request  as  an  official  request  of  a 
Congressional  committee.   See  5  U.S.C.  S  552(d);  Commission  Rule 
4.11(b),  16  C.F.R.  S  4.11(b)  (1989). 

As  you  know,  the  Robinson-Patman  Act  ( "R-P  Act"  or  "Act"), 
15  U.S.C.  S  13,  makes  it  unlawful  for  a  seller  to  discriminate  in 
price  between  different  purchasers  of  goods,  where  the 
discrimination  may  result  in  a  substantial  lessening  of 
competition.   However,  the  fact  that  a  supplier  is  charging 
different  prices  to  different  purchasers  does  not  in  itself 
constitute  a  violation  of  the  R-P  Act.   For  there  to  be  a 
violation,  the  price  differences  must  have  the  prohibited  effect 
of  substantially  lessening  competition  in  a  line  of  commerce  or 
"iTi^uring  corapetition  vith  any— grantor"  or-xecipient  of^  a-  price 
differential,  or  with  customers  of  either  of  them. 

As  you  point  out  in  your  letter,  wholesalers  often  receive 
lower  prices  than  retailers  in  recognition  of  the  marketing 
functions  they  perform.   The  Act  does  not  permit  price 
differences  based  on  merely  nominal  trade  classifications, 
however;  the  differences  must  be  based  on  the  actual  functional 
role  of  the  favored  party.   Even  when  the  price  differences  may 
affect  competition,  they  are  permissible  if  they  only  make  "due 
allowance  for  differences  in  the  cost  of  manufacture,  sale,  or 
delivery  or  quantities  in  which  such  commodities  are  .  .  .  sold 
or  delivered."  The  Act  also  permits  manufacturers  to  offer  lower 
prices  to  some  customers  to  meet  the  competition  of  other 
manufacturers . 

An  exemption  from  the  R-P  Act  applies  to  purchases  of 
prescription  drugs  by  non-profit  organizations.   The  Non-Prof it 
Institutions  Act,  15  U.S.C.  S  13c,  exempts  non-profit 
institutions  from  the  proscriptions  of  the  Act  to  the  extent  they 
purchase  "for  their  own  use".   Thus,  most  sales  of  prescription 
drugs  to  non-profit  hospitals  and  HMOs  are  exempt  from  the  Act. 
See  Abbott  Laboratories  v.  Portland  Retail  Druggists  Assn.,  Inc., 
425  U.S.  1  (1976);  De  Wodena  v.  Kaiser  Foundation  Health  Plan, 
Inc. ,  743  F.2d  1388  (9th  Cir.  1984),  cert,  denied,  469  U.S.  1229 
(1985). 

With  respect  to  your  question  about  the  Commission's 
enforcement  in  the  area  of  multi-tier  pricing,  the  Commission  has 
issued  three  complaints  and  orders  since  January  1,  1980, 
involving  price  discrimination:' 

(1)   Hartz  Mountain  Corp.,  Docket  No.  C-3008,  95  F.T.C.  280 
(1980)  (Consent  Order)  (prohibits  manufacturer  from 
discriminating  in  price  in  the  sale  of  pet  supplies 
between  different  customers  on  the  same  functional 
level) . 


Other  Commission  actions  involving  R-P  Act  violations  are 
not  listed  because  they  involve  discriminatory  promotional 
allowances  rather  than  price  discrimination. 
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(2)  Boise  Cascade  Corp.,  Docket  No.  9133  (complaint  issued 
April  23,  1980).   The  complaint  charged  that  Boise 
Cascade  Corporation  ("Boise")  had  violated  Section  2(f) 
of  the  Robinson-Patman  Act,  15  U.S.C.  S  13(f),  and 
Section  5  of  the  Federal  Trade  Commission  Act,  15 
U.S.C.  S  45,  in  connection  with  the  sale  and 
distribution  of  office  supplies.   On  February  11,  1986,. 
the  Commission  issued  a  decision  that  Boise  had 
violated  section  2(f)  of  the  Robinson-Patman  Act.   107 
F.T.C.  76  (1986).   On  January  29,  1988,  the  U.S.  Court 
of  Appeals  for  the  District  of  Columbia  Circuit, 
finding  error  in  the  Commission's  decision,  remanded 
the  case  for  further  proceedings .   Boise  Cascade  Corp. 
V.  F.T.C. -B37_F^2d -1127  fP.C.  Cir,  J.988J  .   The  matter 
is  now  pending  before  the  Commission. 

(3)  YKK  (U.S.A.)  Inc..  Doc)cet  No.  C-3070,  98  F.T.C.  25 
(1981)  (Consent  Order)  (prohibits  manufacturer  from 
discriminating  in  price  in  the  sale  of  zippers,  zipper 
chain,  and  sliders  between  different  customers  on  the 
same  functional  level). 

On  December  20,  1988,  the  Commission  issued  six  complaints 
alleging  violations  of  the  Robinson-Patman  Act  by  boo)c 
publishers.   The  complaints  allege  that  the  publishers  have 
discriminated  in  favor  of  book  store  chains,  and  against 
independent  booksellers,  by  charging  discriminatory  prices  and 
paying  discriminatory  promotional  allowances  or  furnishing 
discriminatory  promotional  services.   These  matters  are  in 
adjudication  before  an  Administrative  Law  Judge: 

(1)  Harper  t  Row,  Publishers,  Inc..  Docket  No.  9217 
(complaint  issued  December  20,  1988). 

(2)  Macmillan,  Inc.,  Docket  No.  9218  (complaint  issued 
December  20,  1988). 

(3)  The  Hearst  Corporation  and  William  Morrow  and  Co., 
Inc. ,  Docket  No.  9219  (complaint  issued  December  20, 
1988). 

(4)  The  Putnam  Berkley  Group,  Inc..  Docket  No.  9220 
(complaint  issued  December  20,  1988). 

(5)  Simon  S  Schuster,  Inc.,  Docket  No.  9221  (complaint 
issued  December  20,  1988). 

(6)  Random  House,  Inc..  Docket  No.  9222  (complaint  issued 
December  20,  1988). 

In  one  matter  involving  a  pharmaceutical  manufacturer,  the 
Commission  denied  the  memufacturer's  petition  to  vacate  an  order 
that  prohibits  price  discrimination  in  the  sale  of  prescription 
and  nonprescription  pharmaceutical  products .   William  H.  Rorer, 
Inc. .  Docket  No.  8599,  104  F.T.C.  544  (1984)  (Modifying  Order). 
The  Commission  had  issued  an  order  against  Rorer  on  August  21, 
1967,  and  on  March  2,  1984,  Rorer  petitioned  the  Commission  to 
reopen  and  vacate  the  order.   The  Commission  modified  the  order 
in  certain  respects,  but  retained  the  provision  that  prohibits 
charging  different  prices  to  competing  customers. 

Since  January  1,  1980,  the  Commission  staff  has  conducted 
four  investigations  concerning  allegations  of  price 
discrimination  by  pharmaceutical  manufacturers.   The  first  of 
these  (File  No.  801  0211),  was  opened  on  August  6,  1980,  by  the 
New  York  Regional  Office  to  determine  whether  manufacturers  of 
prescription  drugs  were  engaged  in  price  discrimination.   The 
investigation  was  closed  on  October  6,  1981. 

The  second  investigation  (File  No.  831  0064),  was  opened  on 
January  17,  1983,  by  the  Bureau  of  Competition  in  response  to 
complaints  from  pharmacists  that  nonprofit  hospitals  were  paying 
lower  prices  for  prescription  drugs  than  retail  pharmacies  and 
reselling  prescription  drugs  in  competition  with  such  pharmacies . 
Studies  showed  that  nonprofit  hospitals  were  overwhelmingly  in 
compliance  with  the  Supreme  Court's  "own  use*  guidelines 
established  in  the  Abbott  Laboratories  case.  Nonetheless,  in 
September  1984,  in  order  to  address  an  increasing  volume  of 
similar  complaints  from  pharmacists,  the  Bureau  expanded  the 
scope  of  the  inquiry  by  closing  File  No.  631  0064  and  opening  an 
industry-wide  project  entitled  "Price  Discrimination  in 
Pharmaceuticals"  (P84  4034). 
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The  focus  of  this  industry-wide  project  was  on  pharmacists' 
complaints  alleging  differences  between  the  prices  generally  paid 
for  prescription  drugs  by  Independent  retail  pharmacies,  and  the 
prices  generally  paid  by  nonprofit  hospitals.   All  of  these 
complaints  were  evaluated  by  the  staff.   In  response  to  many  of 
these  complaints,  the  staff  requested  additional  information  from 
the  complainants  with  respect  to  (1)  the  identity  of  the 
hospitals  and  suppliers,  (2)  the  geographic  area  of  competition 
affected,  and  (3)  the  extent  of  competitive  harm.  In  most 
instances,  no  further  information  was  received  in  response  to  the 
staff's  requests.   In  those  few  instances  in  which  the 
complainants  responded  with  additional  information,  the  Bureau 
concluded  that  there  was  insufficient  evidence  of  a  law 
violation,  and  the  project  was  closed  on  March  27,  1986. 

The  fourth  investigation,  entitled  "Unnamed  Wholesale  Drug 
Distributors"  (File  No.  861  0006),  was  opened  on  October  10, 
1985,  to  investigate  certain  allegations  forwarded  by  the  staff 
of  the  House  Subcommittee  on  Oversight  and  Investigations, 
Committee  on  Energy  and  Commerce.   According  to  the  allegations, 
nonprofit  institutions,  including  hospitals  and  health  clinics, 
were  purchasing  pharmaceutical  products  at  favorable  prices  under 
their  exemptions  as  nonprofit  institutions,  and  improperly 
reselling  these  products  in  large  quantities  to  wholesalers 
operating  in  a  'grey  market."   The  Commission  staff  reviewed  and 
followed  up  these  complaints  in  cooperation  with  the  Subcommittee 
staff.   The  Bureau  concluded  that  the  information  obtained  during 
this  investigation  did  not  provide  a  basis  for  law  enforcement 
action,  and  closed  the  investigation  on  April  4,  1988.   Less  than 
three  weeks  later.  Congress ^passed  the  Prescription  Drug 
Marketing  Act  of  1987,  Public  Law  100-293  [H.R.  1207],  April  22, 
1988,  which  placed  additional  limitations  on  the  distribution  of 
prescription  drugs  purchased  by  charitable  organizations  at 
reduced  prices,  and  vested  enforcement  authority  in  this  area 
with  the  Food  and  Drug  Administration. 

We  understand  that  your  interest  in  the  Commission's 
investigative  activities  involving  multi-tier  pricing  focuses 
primarily  on  the  pharmaceutical  industry,  and  we  have  therefore 
provided  a  full  summary  of  the  Commission's  investigations  in 
that  area.   In  addition  to  the  investigations  described  above, 
since  1980  the  Commission  staff  has  initiated  74  investigations 
of  possible  Robinson-Patman  Act  violations  relating  to  price 
discrimination  in  other  industries.   One  of  those  investigations 
(YKK  fU.S.A. )  Inc. ,  described  above),  resulted  in  a  complaint  and 
consent  order  covering  price  discrimination.  Another  of  the 
investigations  resulted  in  a  complaint  and  consent  order  limited 
to  other  aspects  of  the  R-P  Act  (Max  Factor  S  Co. ,  Docket  No.  C- 
3201,  108  F.T.C.  135  (1986)).   A  third  investigation  resulted  in 
the  Issuance  of  the  six  complaints  alleging  violations  of  the 
Robinson-Patman  Act  by  book  publishers  that  are  now  in 

adjudication  (Docket  Nos.  9217-9222,  described  above).   The  other 
investigations  have  been  closed. 

You  also  requested  information  about  the  number  and  type  of 
complaints  concerning  multi-tier  pricing  that  have  been  received 
by  the  Commission  since  1980.   All  complaints  relating  to  multi- 
tier  pricing  in  the  pharmaceutical  industry  were  considered  in 
connection  with  the  closed  investigations  described  above,  and 
that  correspondence  has  not  been  retained.   The  Commission's 
correspondence  records,  which  track  correspondence  since  1984, 
indicate  that  since  that  time  the  Commission  has  received  96 
complaints  alleging  possible  violations  of  the  price 
discrimination  provisions  of  the  Robinson-Patman  Act. 

In  addition  to  requesting  information  about  the  Commission's 
enforcement  actions  and  investigations  regarding  multi-tier 
pricing,  you  have  also  asked  the  Commission  to  respond  to  several 
specific  questions.   First,  you  ask  whether  the  language  of  the 
Robinson-Patman  Act  "is  susceptible  to  subversion  through  the 
disingenuous  use  of  false  'classes  of  trade'  by  some  drug 
manufacturers  for  the  purpose  of  benefitting  some  direct  market 
rivals  at  the  expense  of  others."  You  also  ask  whether  such 
subversion  has  occurred  and  whether  it  is  likely  to  occur  given 
CjUrrent  economic  patterns  surrounding  the  delivery  of  medical 
care. 
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Ve   do  not  believe  that  manufacturers  can  subvert  the 
Robinson-Patman  Act  through  the  disingenuous  use  of  false  classes 
of  trade.   The  focus  of  the  Robinson-Patman  Act  is  on  competition 
'at  the  same  functional  level*  of  the  distribution  chain.   Abbott 
Laboratories  v.  Portland  Retail  Druggists  Association,  Inc., 

425  OtS.  1,  12  (197fr).   Thus,  in -applying  the  HobinsOA^Patmaa. 

Act,  the  Commission  and  the  courts  base  their  decisions  on 
competitive  effects  and  on  purchasers'  real  functional  levels, 
not  on  the  labels  created  by  manufacturers.   The  Commission  and 
the  courts  have  not  uncritically  accepted  functional  labels  such 
as  'wholesaler*  and  *retailer'  that  do  not  accurately  reflect 
competitive  realities.   For  example,  in  FTC  v.  Ruberoid  Co. , 
343  U.S.  470,  475  (1952),  the  Supreme  Court  upheld  the 
Commission's  finding  of  a  Robinson-Patman  Act  violation  because 
*there  was  ample  evidence  that  Ruberoid 's  classification  of  its 
customers  did  not  follow  real  functional  differences.* 

Moreover,  it  does  not  appear  that  the  *classes  of  trade*  in 
the  pharmaceutical  industry  are  disingenuous.   Rather,  there 
appear  to  be  real  functional  differences  among  the  many  classes 
of  pharmaceutical  purchasers,  including  independent  retailers, 
wholesalers,  chain  warehouses,  mail-service  pharmacies,  nursing 
homes,  managed  health  care  organizations,  hospitals,  and  drug 
repackagers.   For  example,  to  the  extent  that  nursing  homes  and 
hospitals  dispense  prescription  drugs  to  their  in-patients  as 
part  of  a  package  of  health  care  services,  they  are  not  in  direct 
competition  with  retail  pharmacies .   Wholesalers  pay  lower  prices 
than  retailers  because  they  perform  certain  services  for 
manufacturers  that  retailers  do  not.   Chain  warehouses,  mail- 
service  pharmacies,  drug  repackagers,  and  managed  health  care 
organizations  may  also  benefit  from  lower  prices  in  recognition 
of  manufacturers'  cost  savings. 

In  addition  to  your  questions  regarding  the  interpretation 
and  enforcement  of  the  Robinson-Patman  Act,  you  have  asked  the 
Commission  to  comment  on  the  effects  that  pharmaceutical 
manufacturers'  multi-tier  pricing  may  have  on  consumers. 
Specifically,  you  asked  the  Commission  to  comment  on  whether 
*' unprotected '  consumers  are  unfairly  bearing  the  costs  of 
'protected'  groups  through  managed  health  care  programs,*  and  to 
provide  its  views  on  the  consequences  of  multi-tier  pricing  on 
the  national  costs  of  health  care  and   on  various  classes  of 
consumers . 

We  do  not  believe  that  "unprotected*  consumers,  i.e. , 
consumers  who  purchase  prescription  drugs  at  prevailing  retail 
prices,  are  unfairly  subsidizing  the  prescription  drug  costs  of 
the  'protected'  groups  to  which  you  refer,  i.e. ,  HMO  subscribers 
who  obtain  prescription  drugs  at  reduced  prices.   First,  the 
reduced  prices  available  to  HMO  subscribers  —  as  well  as  to  many 
other  consumers  who  have  other  types  of  prepaid  health  benefits 
plans  —  may  not  reflect  the  full  price  they  pay  for  prescription 
drugs;  the  full  price  would  presumably  include  some  portion  of 
the  premiums  that  these  consumers  paid  for  their  health  plans. 

Second,  and  more  important,  even  if  HMO  subscribers  pay 
prices  that  are  lower  than  prevailing  local  retail  prices,  such 
dif f'efences  Ih^price  appear  to  reflect  dIfTerehces  in  costs 
rather  than  price  discrimination.   For  example,  HMOs  frequently 
contract  with  a  selected  group  of  pharmacies  to  obtain  pharmacy 
services  for  their  subscribers .   This  assures  the  selected 
pharmacies  greater  prescription  volume  and  permits  them  to  take 
advantage  of  economies  of  scale  (such  as  quantity  discounts  for 
large  volume  purchases)  and  to  increase  pharmacy  productivity. 
These  cost  savings  are  passed  on  to  HMO  subscribers  in  the  form 
of  reduced  prices . 

Finally,  we  have  not  seen  any  evidence  that  any  group  of 
consumers  is  paying  higher  than  competitive  retail  prices  for 
prescription  drugs.   Thus,  although  there  may  be  differences  in 
prices,  there  is  no  basis  for  regarding  such  differences  as 
unfair.   Indeed,  competition  among  the  various  types  of  health 
benefits  plans.  Including  HMOs,  that  finance  the  purchase  of 
prescription  drugs  can  be  beneficial  to  consumers  generally, 
because  it  provides  an  incentive  for  retail  pharmacies  to  compete 
more  vigorously  with  respect  to  price  and  service  quality. 
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In  making  this  response  to  the  Conunittee,  the  Cominission 
does  not  intend  to  address  or  reach  the  particular  merits  of  any 
Commission  investigation  or  other  proceeding  that  may  be 
contemplated  or  pending.   See  F.T.C.  v.  Cement  Institute,. 
333  U.S.  683  (1948);  Pillsburv  Co.  v.  F.T.C.  354  F.2d  954  (5th 
Cir.  1966). 

The  information  and  documents  concerning  litigation  (i.e. , 
case  name,  jurisdiction,  status,  and  copies  of  decisions  or 
complaints)  provided  in  connection  with  your  request,  as  well  as 
the  information  concerning  the  closed  status  of  investigations, 
are  public.   The  remaining  information  being  provided  to  the 
Committee  is  nonpublic.   However,  it  is  not  exempt  from  mandatory 
disclosure  under  the  Freedom  of  Information  Act,  see  5  U.S.C. 
S  552,  and,  accordingly,  the  Commission  does  not  request  that  the 
Committee  keep  this  information  confidential. 

We  trust  that  this  information  is  helpful  to  the  Committee. 
Copies  of  the  decisions  and  complaints  discussed  above  are 
enclosed.   If  you  or  any  other  members  of  the  Committee  have  any 
questions  about  the  information  provided,  we  will  be  pleased  to 
respond . 


By  direction  of  the  Commission. 


"B^U/^.Cj^^ 


Donald  S.  Clark 
Secretary 


Enclosures 
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SENATOR  WILLIAM  S.  COHEN 
Questions  for  Benji  Wyatt,  PACE  ALLIANCE 

1.  In  your  testimony,  you  showed  examples  of  prices  charged  to 
community  pharmacies  for  prescription  drugs  that  were  30  to  1000 
percent  higher  than  those  charged  to  hospitals  and  HMOs. 

Do  you  believe  this  range  is  typical  of  the  price 
differentials?   Do  these  prices  vary  regionally  as  well? 

ANSWER: 

I  believe  that  the  range  of  30  to  1000  percent  is  fairly 
typical  of  the  price  differentials,  however  many  examples  would  be 
closer  to  the  lower  end  of  that  range  than  they  would  be  to  1000 
percent. 

The  prices  do  not  vary  regionally.  We  see  the  same  degree  of 
price  differentials  throughout  the  country. 

2.  Has  the  health  insurance  industry  been  sympathetic  to  your 
concerns  of  price  discrimination  in  the  pharmaceutical  market? 

ANSWER: 

No,  the  health  insurance  industry  has  not  been  sympathetic  to 
our  concerns  of  price  discrimination.  On  the  contrary,  that 
industry  has  favored  those  prescription  providers  such  as  "mail 
order"  by  agreeing  to  allow  consumers  to  purchase  a  90  day  supply 
of  medication  from  the  mail  order  companies  while  limiting 
community  pharmacies  to  a  30  day  supply.  This  is  unreasonable  and 
unfair  for  community  retail  pharmacies  and  consumers. 

3.  In  your  testimony  you  state  that  in  1987  some  of  the  small 
brand-name  companies  offered  volume  discounts  to  your  Group  and 
that  they  have  continued  to  contract  with  PACE,  because  of  your 
ability  to  shift  some  of  the  market  share  from  larger  companies' 
brand  items  to  their  products?  How  does  your  group  shift  market 
share? 

ANSWER: 

When  a  small  brand-name  company  gives  our  group  members  a 
discount  on  their  products,  the  community  pharmacies  shift  market 
share  by  informing  physicians  and  patients  that  they  can  dispense 
that  brand  for  less  money.  Many  physicians  and  patients  agree  to 
change  brands  when  the  product  is  a  dual  source  or  multi  source 
product.  In  addition  to  this,  many  physicians  will  change  the 
patient's  medication  to  the  contracted  item,  even  if  the  patient 
has  been  taking  a  single  source  drug  item  when  the  contracted  item 
is  in  the  same  therapeutic  classification.  We  call  this  switching 
the  patient  to  a  therapeutic  equivalent. 

4.  While  a  goal  of  the  President's  plan  is  to  eliminate  price 
discrimination  and  allow  buying  groups  such  as  PACE  to  negotiate 
lower  drug  prices,  could  it  possibly  force  drug  companies  to 
eliminate  or  level  Volume  discounts  to  all  purchasers,  thus  driving 
up  prices  even  further  for  everyone?  What  is  your  assessment  of 
the  legislative  language  on  this  provision? 

ANSWER: 

I  do  not  believe  that  the  elimination  of  price  discrimination 
will  force  drug  companies  to  eliminate  volume  discounts  to  all 
purchasers  and  drive  up  prices  for  everyone  if  the  legislation  is 
properly  worded.  It  may  cause  some  leveling  among  classes  of  trade, 
but  the  overall  result  will  be  increased  competition  and  lower 
prices,  since  the  competition  is  already  intense  in  the  Hospital, 
Mail  Order,  and  HMO  segment  of  the  marketplace,  it  would  be  very 
difficult  for  the  drug  companies  to  abandon  this  competition  unless 
they  resorted  to  illegal  price  fixing,  which  is  highly  unlikely. 
The  legislation,  properly  worded,  would  perhaps  level  the  prices 
somewhat  in  these  segments  of  the  market,  but  it  would  force  the 
drug  companies  to  start  actually  competing  for  the  market 
controlled  by  community  chain  and  independent  retail  pharmacies 
which  has  more  impact  on  what  consumers  pay  for  prescription  drugs 
than  the  other  segments  of  the  marketplace. 
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Although  I  would  support  the  current  language  of  the  proposed 
legislation  to  eliminate  discriminatory  pricing,  I  believe  that  its 
effectiveness  would  be  improved  if  wholesalers  or  groups  or 
Wholesalers  were  not  included  as  "purchasers."  Wholesalers  are  not 
purchasers  of  prescription  drugs  who  in  turn  dispense  prescriptions 
?o  consumers.  Wholesalers  are  "sellers"  of  prescription  drugs  who 
serve  as  distributors  and  as  such  have  no  influence  on  shifting 
market  share.  pharmacies  including  Hospitals,  Community 
Independent  Retailers,  Chain  Drug  Companies,  HMOs,  Nursing  Homes, 
and  Mail  Order  Drug  Companies  are  the  purchasers  and  dispensers  of 
prescription  drugs.  These  pharmacies  do  have  the  ability  to  shift 
market  share. 

I  believe  that  the  wording  of  the  legislation  should  include 
the  following  definitions: 

(1)  "Purchaser"  means  any  person  or  group  of  persons  who 
engages  primarily  in  selling  drugs  directly  to  consumers. 

(2)  "Seller"  means  any  person  or  group  of  persons  who 
trades  in  drugs  for  resale  to  purchasers. 

5.  You  stated  in  your  testimony  that  generic  companies  controlled 
by  brand-name  manufacturers  have  been  competing  aggressively  for 
your  business  and  that  their  entrance  into  the  generic  marketplace 
may  have  actually  increased  competition. 

Do  you  believe  generic  competition  will  continue  to  keep  drug 
prices  down  if  brand-name  manufacturers  buy  up  more  of  the 
independent  generic  manufacturers  and  they  begin  introducing 
generic  versions  of  their  own  products  even  before  their  patent 
expires  and  a  generic  company  can  compete? 

ANSWER: 

Yes,  I  do  believe  that  generic  competition  will  continue  to 
keep  drug  prices  down  even  if  the  brand-name  manufacturers  do  buy 
up  more  generic  companies  and  introduce  generic  versions  of  their 
own  products  before  their  patents  expire. 

If  the  brand-name  companies  continue  to  buy  up  existing 
generic  drug  companies,  we  will  see  new  generic  companies  formed  to 
compete  with  the  companies  owned  by  the  brand-name  companies. 
Actually,  we  do  not  anticipate  that  the  brand-name  companies  will 
be  real  successful  competing  in  the  generic  market.  This  is  not  the 
first  time  that  brand-name  companies  have  attempted  to  compete  in 
the  generic  market.  Over  the  past  20  years,  several  of  the  brand- 
name  companies  have  established  generic  divisions  and  then  bailed 
out  of  that  market  due  to  their  frustration  caused  by  their 
inability  to  compete  in  the  marketplace. 

The  brand-name  companies  are  already  introducing  their  own 
generic  versions  of  their  brand-name  products  before  the  patents 
expire  and  before  the  generic  companies  can  compete,  but  that  does 
not  hold  the  market  for  the  brand-name  company  once  the  patent 
expires  because  the  generic  companies  then  enter  the  market 
competition  and  the  prices  go  into  a  free  fall. 

6.  How  can  competition  work  to  hold  down  the  costs  of 
breakthrough  drugs  that  have  no  competing  therapy?  Have  you  seen 
examples  where  large  volume  discounts  have  been  given  to  hospitals 
or  HMOs  on  expensive  new  breakthrough  drugs? 

Do  you  believe  the  government  has  a  legitimate  role  in  making 
sure  that  the  launch  prices  on  new  drugs  are  reasonable? 

ANSWER: 

I  do  not  believe  that  competition  can  or  will  work  to  hold 
down  the  costs  of  breakthrough  drugs  where  there  is  no  competing 
therapy. 
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I  have  not  seen  examples  where  large  volume  discounts  have 
been  given  to  hospitals  or  HMOs  on  expensive  new  breakthrough 
drugs. 

I  believe  that  the  government  may  have  a  legitimate  role  in 
making  sure  that  the  launch  prices  on  new  breakthrough  drugs  are 
reasonable  in  cases  where  there  is  no  competing  therapy.  However, 
I  do  not  believe  that  this  role  should  apply  to  other  new  drugs 
where  there  are  competing  therapies. 

7.  As  you  may  know,  a  group  of  community  pharmacists  have  filed 
suit  against  the  proposed  merger  of  Merck  pharmaceutical  company 
with  Medco  mail-order  company  because  they  believe  it  will  further 
price  discrimination  in  the  market. 

Do  you  believe  that  vertical  mergers,  such  as  the  proposed 
Merck-Medco  merger,  would  stifle  competition  and  further  price 
discrimination? 

ANSWER: 

Yes,  I  believe  that  such  vertical  mergers  may  stifle 
competition  and  further  price  discrimination.  I  was  disappointed 
to  hear  that  the  FTC  does  not  plan  to  challenge  or  prohibit  this 
merger  of  Merck  and  Medco. 
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NAPM 


□ 


National  Association  of  Pharmaceutical  Manufacturers 

747  Third  Avenue,  New  York,  New  York  10017      •     (212)  838-3720 


December  22, 1993 


FEDERAL  EXPRESS 


Sen.  William  S.  Cohen  Sen.  David  H.  Pryor 

322  SHOB  267  SROB 

Washington,  DC  20510-1901  Washington,  DC  20510-0402 


RE:      Response  to  questions  following  November  16,  hearing  of  U.S.  Senate 
Special  Committee  on  Aging. 

Dear  Senators  Cohen  and  Pryor: 

We  are  pleased  to  enclose  our  responses  to  the  questions  you  forweirded  to  us 
in  your  letter  of  November  22,  1993  addressed  to  Morton  Katz,  Chairman  of 
the  Board  of  NAPM. 

If  you  have  any  further  questions  or  would  like  clarification  on  the  issues, 
please  do  not  hesitate  to  contact  us. 

We  appreciate  the  opportunity  to  have  participated  in  the  hearing  and  to 
provide  you  and  your  colleagues  vdth  our  input  on  the  timely  topic  of 
competition  in  the  pharmaceutical  industry. 


Sincerely, 


?y. 


l^Zt^ 


Robert  S.  Milanese 
President 

Encs. 

cc        Morton  H.  Katz 
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RESPONSES  TO  SEN.  COHEN  FROM  NAPM 

Answer  to  Question  #1 

NAPM  does  not  compile  statistics  on  market  share.     However,  we  can 

confirm  that  the  generic  industry  is  divided  into  three  segments: 

—Generic  companies  owned  by  or  controlled  by  brand-name 

manufacturers  (majority  of  industry) 
—Fully  independent  generic  drug  manufacturers  (significant  but  minority 

f>ortion) 
—Brand-name  companies  selling  generic  drugs  directly  -  small  minority 

Because  of  independent  generic  companies,  competitive  pressures  are  still 
viable  and  strong.  However,  as  the  ranks  of  the  indep>endents  are  reduced 
further,  so  will  competitive  pressures  abate  and  ultimately  disappear. 

It  should  be  noted  that  for  a  brand-name  company,  the  value  of  a  generic  arm 
is  not  so  much  in  the  profits  of  generics,  which  are  small  in  comparison  to 
brand-name  drug  profits,  but  in  so-called  "bundling"  or  "one-stop  shopping." 
These  methods  offer  both  captive  and  brand-name  generic  drugs  to  customers 
at  special  pricing  in  order  to  bolster  a  strong  brand-name/ generic  profit 
structure.  A  slight  reduction  in  the  significant  profit  on  an  innovator  product 
means  large  savings  to  a  buyer.  Thus,  pricing  of  generics  will  be  liiJced  to  the 
sales  and  pricing  of  brand-name  drugs,  thereby  inhibiting  free  competition  on 
a  generic  vs  generic  drug-by-drug  basis. 

Innovator  companies  will  protect  their  market  control,  prior  to  patent 
expirations,  by  using  their  newly  formed  or  newly  acquired  corporate  affiliates 
to  dominate  the  generic  market  with  their  owrn  generic  products,  or  by 
making  contractual  arrangements  with  favored  allies,  before  their  innovator 
products  lose  patent  protection.  Moreover,  the  innovator  firms'  relatively 
new  practice  of  early  entry  into  the  jx)tential  generic  market  caused  by  the 
future  patent  loss  of  their  products  will  inhibit  further  entry  into  the  market 
by  small  independent  companies. 

While  a  major  impact  on  prices  will  not  be  evident  immediately,  it  will  cause 
a  gradual  erosion  of  competition  leading  to,  in  the  long  term,  a  higher  priced, 
less  competitive  generic  marketplace.  If  one  waits  for  the  effects  to  be  evident 
"the  horse  will  already  be  out  of  the  stable."  While  the  lessening  of  generic 
competition  is  a  gradual  incremental  process,  a  nimiber  of  cases  of  clear,  anti- 
competitive effects  have  already  been  seen.  In  one  case,  a  brand-name 
company  and  a  generic  were  the  only  two  companies  which  made  a  certain 
drug  product.  The  brand-name  company  subsequently  purchased  the  generic 
company  and  the  price  of  the  product  in  question  immediately  skyrocketed. 
These  kinds  of  incidents  clearly  show  the  adverse  potential  for  the  consumer 
in  the  buy-outs  of  generic  companies  now  under  way.  While  only  a  relatively 
smaU  number  of  generic  prices  have  so  far  been  affected,  once  the  buy-outs 
fully  mature,  we  expect  more  widespread  and  significant  adverse  effects  on 
generic  drug  prices. 


Answer  to  Question  #2 

Bremd-name  companies  come  on  line  with  a  newly  patented  or  newly  FDA- 
approved  product  containing  the  same  active  ingredient  but  in  a  different 
dosage  form  or  formulation,  e.g.,  an  extended  release  formulation.    These 
new  formulations  are  covered  by  either  patent  protection  or  FDA  exclusivity, 
and  thus  are  not  available  for  generic  comf>etition.   The  brand-name 
company  then  makes  massive  marketing  and  promotional  efforts  to  convert 
the  market  for  that  drug  product  to  the  new  formulation.    In  fact,  recent 
brand-name  extended  release  formulations  of  so-called  "blockbuster" 
products  have  captvu-ed  huge  segments  of  the  market  in  those  products,  with 
relatively  littie  therapeutic  t)enefit  over  their  older  counterparts.   Consumers 
continue  to  pay  for  the  same  chemical  entities  at  inflated  brand-name  prices 
in  extended  release  form  when  they  are  available  generically  in  immediate 
release  formulations. 
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We  suggest  that  it  appears  more  than  coinddental  that  these  newly  patented 
formulations  seem  to  occur  regularly  at  the  very  end  of  patent  life  of  the  basic 
product.  In  fact,  this  strategy  appears  designed  to  shorten  the  life  cycle  of  the 
original  products  and  thus  limit  market  opportunities  for  generic 
competition.  In  addition,  trade  dress  protection  offers  a  brand-name  company 
market  protection  beyond  patent  life  because  of  resistance  by  pharmacists  and 
consumers  to  differing  and  possibly  confusing  products  of  different 
app)earance. 

We  see  this  occurring  so  frequently  in  the  marketplace  that  it  appears  to  be  a 
"common  practice." 


Answer  to  Question  #3 

Many  patents  on  brand-name  drugs  are  considered  either  weak  legally  or,  in 
some  cases  (e.g.  AZT),  not  legally  the  property  of  the  brand-name  company  to 
patent.  Accordingly,  numerous  patents  have  been  challenged  by  generic 
companies  in  court,  and  many  patents  have  been  invalidated,  thereby 
permitting  generic  competition  to  enter  those  lucrative  markets.  The  cases, 
names  and  citations  can  be  provided  if  desired. 

If  brand-name  companies  increasingly  own  generic  companies,  the  net  result 
is  that  such  patent  challenges  by  generics  against  brand-name  companies 
would  be  highly  unlikely,  because  brand-name  drug  companies  typically  do 
not  sue  on  each  other's  patents.  In  addition,  a  generic  subsidiary  would 
certainly  not  sue  its  brand-name  parent  in  a  patent  case. 

Where  patent  extensions  are  granted  under  the  Waxman-Hatch  Act,  such 
extensions  have  typically  been  made  either  by  the  FDA's  internal 
determinations,  or  by  Congress  in  special  cases.  These  generally  have  not 
provided  an  oppwrtunity  for  attack  by  competitors. 


Answer  to  Question  #4 

USTR  did  a  terrific  job  in  protecting  the  innovator  market.  Unfortunately 
USTR  did  not  protect  the  generic  industry  in  GATT  and  in  intellectual 
property  discussions,  i.e.,  harmonizing  EC  and  other  world  patents  to 
conform  to  or  be  stronger  than  the  U.  S.  patent  system. 
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RESPONSES  TO  SEN.  GRASSLEY  FROM  NAPM 


QUESTIONtl 

Recent  mergers  and  acquisitions  within  the  industry  have  filled  the  news. 
We  heard  from  an  earlier  witness  who  thought  this  trend  would  not  stifle 
comp>etition  and  may  in  fact  increase  competition.   Wouldn't  you  agree  that 
there  still  will  be  a  "niche"  market  for  many  of  the  remaining  independent 
generic  manufactures? 

Answer 

While  niche  areas  might  remain  open  to  certain  indepjendent  generic 
companies,  these  luches  would  be  smcill  and  available  only  for  tangential 
products.   Therefore,  such  niche  products  by  definition  would  have  little 
effect  on  providing  a  viable  competitive  alternative  to  the  larger,  mainstream 
products,  or  to  the  generic  market  as  a  whole.  Until  a  recent  acquisition,  there 
had  been  at  least  one  indepjendent  generic  drug  manufacturer  competing  with 
a  leading  captive  generic  company.  We  strongly  emphasize  that  strong, 
indejjendent  generic  companies  cannot  exist  on  the  basis  of  marketing  only 
niche  products.  The  public  will  not  see  the  savings  now  available  to  them 
without  effective  competition  in  the  main  body  of  the  generic  marketplace. 


We  further  attach  our  response  to  a  question  from  Senator  Cohen  which  will 
shed  additional  light  on  the  anti-compjetitive  effects  of  the  buy-out  trend. 


Follow  up  question: 

Do  purchasers  of  generics  base  their  purchasing  decisions  on  brand  loyalty  or 
price? 

Answer 

Price  has  been  the  primary,  though  not  exclusive,  factor  in  selection  of 
generics.   Other  factors  include  volume  purchases  from  a  single-source  for 
many  products,  and  products  which  are  the  same  or  sin\ilar  in  appearance  to 
the  brand-name  product.   An  additional  recent  strategy  by  innovator 
companies  to  market  full-line  packaged  combinations  (bundling)  of  their 
captive  generic  products,  along  with  their  single  source  products,  is  driven  by 
contractual  arrangements  rather  than  by  brand  loyalty  or  price.  In  bundling,  a 
company  uses  one  product  to  force  its  customer  to  purchase  another  of  its 
products,  which  the  customer  would  not  otherwise  have  purchased.   Thus,  a 
brand-name  company  entices  customers  to  purchase  its  complete  line  by 
offering  single  source  products  at  slightly  lower  prices,  providing  its  generic 
products  are  purchased  as  well. 


Appendix  2 — Material  Submitted  for  Hearing  Record 

I  Astra  USA  I 


ASTRA  USA's  STATEMENT  ON  FOSCAVIR  PRICING 


For  the  record  of  the  November  16,  1993  Hearing  of  the  Senate  Special  Committee  on 
Aging,  Senator  David  Pryor,  Chairman: 

Foscavir®  (foscarnet  sodium)  Injection,  an  antiviral  agent  developed  by  Astra,  is  currently 
indicated  for  use  in  the  treatment  of  cytomegalovirus  (CMV)  retinitis,  an  opportunistic 
infection  which  is  the  leading  cause  of  blindness  in  persons  with  AIDS. 

Any  suggestion  that  Foscavir®  sales  and  profits  are  unaffected  by  market  forces  is  both 
unfounded  and  incorrect.  Our  drug,  which  was  authorized  for  marketing  on  September  27, 
1991,  was  in  fact  the  second  of  two  agents  to  be  approved  for  the  treatment  of  CMV 
retinitis. 

In  short,  Foscavir®  must  compete  intensely  against  another  drug  that  was  approved  more 
than  a  year  earlier  and  is  felt  by  many  doctors  to  be  easier  to  administer  to  patients. 

Astra  has  also  assured  Senator  Piyor  and  his  staff  that: 

1.  We  have  maintained  the  same  price  to  wholesalers  ($58.62)  since  Foscavir® 
was  launched. 

2.  U.S.  pricing  for  Foscavir®  does  not  vary  significantly  from  the  price  charged 
elsewhere  in  the  world. 

3.  Astra  will  re-examine  its  pricing  for  Foscavir®  at  the  conclusion  of  any  year 
in  which  total  sales  exceed  $50  million,  the  level  needed  to  offeet  past  and 
ongoing  research  costs-which  may  ultimately  lead  to  a  more  convenient  oral 
formulation  of  the  drug. 

4.  Any  person  with  AIDS  who  cannot  afford  Foscavir®  can  receive  this  drug  for 
free  through  our  Foscavir  Information  and  Assistance  on  Reimbursement 
(F.A.I.R.)  Program,  which  can  be  reached  by  caUing  1-800-488-FAlR  (3247) 
from  9  a.m.  -  5  p.m..  Eastern  time. 

We  hope  that  this  statement  sets  the  record  straight  on  Foscavir®,  a  needed  drug  that  must 
compete  daily  in  a  small  and  complex  market 


11/12/93 


MAHJNG  ADOSESS                                    OFFICE 

TCL 

FAX; 

Asira  USA,  Inc.                             50  Otis  Street 

508  366-1100 

508  366-7406 

P.O  Box  4500                              V^e$tborough,MA 

m£X: 

Westborough,  MA  01581-4500 

68101 05-Cabte/Astraphar 
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GENZYME  CORPORATION 
ONE  KENDALL  SQUARE 
.,  .  ,0     ,,,^-.  CAMBRIDGE.  MA  02139-1562 

November  1 2,  1 993  617  252  7575 

TLX  201223  GENCAMB 
FAX  617-252-7600 


The  Honorable  David  Pryor  henri  a  termeer 

Chairman  chairman  and 

v^nairman  chief  executive  officer 

Senate  Special  Committee  on  Aging 
G31  Dirksen  Senate  Office  Building 
Washington,  DC  20510 


Dear  Senator  Pryor: 

I  regret  that  you  could  not  accommodate  my  request  to  appear  before  the 
Aging  Committee  on  November  1 6.  I  had  hoped  that  you  would  permit  me  an 
opportunity  to  respond  to  your  statement  that  you  are  "not  convinced"  that  market 
forces  have  helped  contain  the  price  of  Genzyme's  drug  Ceredase™  or  other 
breakthrough  drugs. 

Had  I  been  invited  to  appear  before  the  Committee,  I  would  have  made  the 
following  points  with  regard  to  the  impact  of  market  mechanisms  on  breakthrough 
drugs: 

•  Breakthrough  drugs  are  part  of  the  solution  to  our  health  care  problems,  not  part  of 
the  problem.  For  a  fraction  of  a  penny  of  every  health  care  dollar,  they  make  major 
improvements  in  both  health  outcomes  and  quality  of  life,  often  at  a  lower'cost 
than  is  incurred  by  providing  mere  symptomatic  or  palliative  relief. 

•  Market  mechanisms  are  working  effectively  both  to  encourage  the  development  of 
breakthrough  drugs  and  to  constrain  the  prices  of  such  products.  There  is  no 
evidence  that  any  innovator  company  is  abusing  its  market  position. 

•  Breakthrough  drug  development  is  a  process  fraught  with  risks  and  uncertainties. 
Investors  in  such  projects  expect  to  receive  returns  commensurate  with  these  risks. 
If  returns  are  not  commensurate  with  risks,  investors  will  abandon  biotechnology 
companies  for  other,  more  attractive  investment  opportunities.  They  have  already 
begun  abandoning  the  biotech  industry  as  a  result  of  the  Administration's  proposals 
affecting  breakthrough  drugs. 

•  Japan  has  adopted  a  contrary  policy,  rewarding  innovator  companies  with 
government-set  prices  that  are  two  to  three  times  higher  than  the  U.S.  market-set 
price.  Japan's  policy  provides  compelling  evidence  that  U.S.  companies  are  not 
abusing  the  pricing  freedom  provided  in  a  non-price  controlled  system  like  ours. 
Japan's  policy  also  has  profound  implications  for  the  continued  international 
competitiveness  of  the  U.S.  biotechnology  industry. 

In  addition,  I  would  have  made  the  following  points  about  Genzyme  and  our 
product,  Ceredase™: 
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The  Honorable  David  Pryor 
November  12,  1993 
Page  2 


Ceredase™  is  universally  recognized  as  a  breakthrough  drug  that  actually  reverses 
Gaucher  disease,  a  seriously  debilitating  and  sometimes  fatal  genetic  disorder. 

Ceredase™  is  an  example  of  how  market  mechanisms  work  to  encourage 
competition  between  companies.  When  Genzyme  first  developed  our  drug,  no  other 
company  was  doing  Gaucher  disease  research.  Today,  three  companies  besides  our 
own  are  working  on  second  and  third  generation  products.  There  could  be  as  many 
as  four  or  five  competing  treatments  on  the  market  within  four  years. 

The  price  of  Ceredase™  is  substantially  below  that  suggested  by  typical 
pharmaceutical  industry  margins  and  has  never  been  increased.  It  is  expensive 
because  manufacturing  costs  are  extremely  high  and  because  patients  who  have 
been  sick  for  a  lifetime  require  very  high  doses  to  get  well. 

The  U.S.  price  of  Ceredase™  is  equal  to,  or  lower  than,  the  price  in  Europe  or  Israel. 
We  anticipate  that  the  Japanese  government  will  set  the  price  of  our  product  at 
twice  the  U.S.  price  when  it  is  approved  for  marketing. 

Genzyme  has  made  and  fulfilled  a  corporate  commitment  that  no  American  patient 
will  be  denied  access  to  our  drug  for  inability  to  pay.  The  company  gives  away 
about  1 1  %  of  our  production  volume  to  patients  who  could  not  otherwise  afford 
our  product. 
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The  average  annual  cost  of  Ceredase™  therapy  has  been  reduced  from  over 
$300,000  in  1 991  to  less  than  $1 30,000  today,  and  we  anticipate  that  the 
average  cost  will  be  around  $60,000  by  the  end  of  1 994. 

These  points  are  explained  in  the  enclosed  statement.  I  request  that  you  include 
both  this  letter  and  the  enclosed  statement  in  the  hearing  record. 

Your  staff  is  invited  to  call  Lisa  Raines,  Genzyme's  vice  president  for  government 
relations,  at  202/296-3280,  if  you  require  additional  information. 


Very  truly  yours, 


Henri  A.  Termeer 
Chairman  and  Chief  Executive  Officer 

Enclosure. 


cc:       Members  of  the  Special  Committee  on  Aging 
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STATEMENT  OF  HENRI  A.  TERMEER. 
CHAIRMAN  AND  C.E.O.. 
GENZYME  CORPORATION 
BEFORE  THE  SENATE  SELECT  COMMITTEE  ON  AGING 

November  1  6,  1  993 


Mr.  Chairman  and  Members  of  the  Committee,  thank  you  for 
inviting  me  to  participate  In  today's  hearing.   My  name  Is  Henri 
Termeer,  and  I  am  the  chairman  and  c.e.o.  of  Genzyme  Corporation,  a 
twelve  year  old  biotechnology  company  headquartered  in  Cambridge, 
Massachusetts. 

Genzyme's  primary  mission  Is  to  discover  new  ways  to 
diagnose  and  treat  life-threatening  and  seriously  debilitating 
diseases  for  which  no  satisfactory  medical  therapies  currently 
exist.  The  company's  first  FDA-approved  biotherapeutic  product  is 
Ceredase™,  the  first  and  only  treatment  available  for  a  very  rare 
genetic  disorder  called  Gaucher  disease.   (The  company  is  developing 
a  variety  of  other  products  for  major  unmet  medical  needs,  as 
described  In  the  attached  appendix.) 

Gaucher  disease  Is  a  severely  debilitating  and  occasionally  life 
threatening  disease  that  leaves  the  body  without  a  key  enzyme  that 
is  necessary  to  break  down  a  particular  kind  of  lipid,  or  fat, 
molecule.  Without  this  enzyme,  lipid  accumulates  In  the  liver, 
spleen,  and  bone  marrow,  leading  to  enlargement  of  the  liver  and 
spleen,  gradual  weakening  of  the  bones,  anemia,  and  severe  pain  and 
fatigue. 

Before  Ceredase™  became  available,  patients  could  only  obtain 
symptomatic  relief  while  facing  a  lifetime  of  increasingly  Intensive 
and  costly  medical  care,   including  surgical  removal  of  the  spleen, 
removal  and  replacement  of  hip  joints,  and  even  limb  amputation  In 
some  cases. 

Ceredase™  Is  universally  recognized  as  a  breakthrough  drug:  It 
can  not  only  stop  the  progression  of  Gaucher  disease,  it  can  actually 
reverse  the  disease.   Patients  who  were  disabled  for  decades  by 
severe  bone  pain  can  walk  again,  work  again,  and  enjoy  life  again. 

I  will  return  to  the  subject  of  Ceredase™  shortly,  because  I 
believe  it  is  an  excellent  example  of  how  market  mechanisms  work 
to  the  benefit  of  both  patients  and  companies.   I  would  like  to  begin 
my  remarks,  however,  by  discussing  the  relative  merits  of  market 
mechanisms  and  regulatory  mechanisms  In  constraining 
breakthrough  drug  prices. 


Are  Market  Mechanisms  Adequate  to  Constrain  the  Prices  of 
Breakthrough  Drugs? 

Any  company  that  develops  a  breakthrough  drug  to  treat  a 
previously  untreatable  disease  has  an  ethical  obligation  to  price  Its 
product  responsibly.   I  firmly  believe  that  the  companies  that 
develop  breakthrough  drugs  are  run  by  dedicated  people  who 
recognize  and  accept  this  responsibility.  Indeed,  I  am  not  aware  of 
any  case  in  which  a  breakthrough  drug  manufacturer  has  abused  its 
exclusive  position  to  overprice  Its  drug. 
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But  even  if  such  companies  did  not  choose  to  act  responsibly, 
ultimately  the  market  would  impose  this  discipline.   Past  experience 
shows  that  a  company  that  develops  a  breakthrough  drug  can  often 
expect  to  have  meaningful  market  exclusivity  for  only  a  few  years. 
While  its  patent  and/or  orphan  drug  position  may  preclude 
competitors  from  selling  an  identical  product,  it  does  not  preclude 
others  from  designing  and  selling  substantially  similar  products. 

When  an  innovator  company  proves  that  its  product  works,  and 
that  a  sufficient  market  exists  to  earn  a  profit,  it  encourages  other 
companies  to  develop  similar  products  that  enable  them  to  compete 
for  a  share  of  that  market.  It  takes  a  relatively  short  time  for  other 
companies  to  develop  substantially  similar  drugs  that  will  only 
succeed  if  they  offer  either  price  or  therapeutic  advantages  over  the 
innovator  product.  It  is  ironic  that  the  same  commentators  who 
complain  about  pharmaceutical  companies  developing  "me  too"  drugs 
often  fail  to  recognize  that,  at  the  very  least,  the  introduction  of 
such  drugs  helps  constrain  the  prices  of  therapeutically  similar 
products,  especially  under  a  managed  competition  system  in  which 
physicians  have  a  greater  incentive  to  consider  the  cost 
effectiveness  of  the  products  they  prescribe. 

Our  own  product,  Ceredase™,  is  an  example  of  how  mari<et 
forces  are  likely  to  wori<.  In  the  eariy  1 980s,  Genzyme  was  the  only 
company  working  on  a  treatment  for  Gaucher  disease.   Other 
companies,  including  Amgen,  had  considered  and  rejected  the  idea  of 
developing  a  treatment  for  such  a  rare  disease  because  they  could 
not  Imagine  how  they  could  possibly  make  a  profit  on  a  product  for 
fewer  than  1 ,000  patients. 

Since  Genzyme  developed  Ceredase™,  however,  other 
companies  have  jumped  into  Gaucher  disease  research.  In  addition  to 
our  own  efforts,  one  company  is  working  on  a  variation  of  our 
recombinant  product  and  two  others  are  trying  to  develop  gene 
therapy  approaches.  There  could  be  as  many  as  four  or  five 
treatments  for  Gaucher  disease  on  the  market  within  the  next  four 
years. 

Congress  should  be  less  concerned  about  the  possibility  that  a 
company  might  someday  charge  a  high  pnce  for  its  AIDS  vaccine  for 
the  two  or  three  years  before  a  competing  product  is  available  than 
about  whether  that  company  can  obtain  the  R&D  funds  needed  to 
develop  the  vaccine  in  the  first  place.   It  is  imperative  that 
Congress  and  the  Administration  consider  the  following  question:  if 
we  alter  market  mechanisms  by  imposing  price  control  regulation  on 
breakthrough  drugs,  will  we  continue  to  get  breakthrough  druos? 


Will  Breakthrough  Drugs  Continue  to  be  Developed  if  Their 
Prices  Are  Controlled? 

A  breakthrough  drug  committee  is  not  necessary  to  ensure  that 
drugs  are  pnced  reasonably.  If  a  drug's  benefit  is  not  commensurate 
with  its  cost,  physicians  won't  prescribe  it,  particulariy  under  a 
managed  competition  system  in  which  they  will  have  an  incentive  to 
keep  costs  down.  And,  from  the  patient's  perspective,  refusing  to 
provide  Medicare  coverage  for  "excessively  priced"  drugs  would 
substitute  a  bureaucrat's  judgment  for  a  physician's.  It  would  also 
result  in  second-class  medical  care  for  aging  Americans  if  Medicare 
patients  are  denied  access  to  drugs  that  are  covered  for  privately 
insured  patients. 


212 


Indeed,  a  breakthrough  drug  committee  is  not  only  unnecessary, 
it  is  counterproductive.   It  will  discourage  investors  from  seeing 
breakthrough  drug  development  as  an  investment  capable  of  reaping 
returns  that  are  commensurate  with  the  risks.    Together  with  the 
proposal  to  allow  the  HHS  Secretary  to  negotiate  prices  for  new 
drugs,  under  threat  of  excluding  them  from  Medicare,  this  would 
constitute  a  price  control  system  that  discriminates  against 
biotechnology  and  other  pharmaceutical  companies  by  threatening  to 
blacklist  their  products  unless  government  bureaucrats  concur  with 
company  pricing  decisions. 

As  you  know,  drugs  constitute  only  7%  of  the  health  care 
budget,  and  breakthrough  drugs  constitute  only  3%  of  that  7%.  That's 
about  1  /5th  of  1  %  of  health  care  spending.   Reducing  such  costs 
offers  little  potential  for  health  care  savings,  but  jeopardizes 
continued  investment  in  breakthrough  drugs  with  the  potential  to 
both  improve  health  care  outcomes  and  lower  health  care  costs. 

Most  biotech  companies  fund  research  and  development 
exclusively  by  equity  investment.  Because  of  the  high  risks  involved 
in  developing  breakthrough  drugs,  investors  take  a  "portfolio 
approach"  to  investing  in  our  industry.  That  is,  the  capital  gains  on 
their  investments  in  successful  companies  must  be  sufficient  to 
earn  a  competitive  return  after  covering  their  losses  from 
unsuccessful  companies.  It  seems  unlikely  that  a  drug  price  review 
committee,  or  a  Medicare  pricing  official,  will  accommodate  the 
kinds  of  returns  that  biotech  investors  expect. 

Indeed,  our  company's  own  experience  with  the  Office  of 
Technology  Assessment  (OTA)  suggests  that  reasonable  economists 
will  disagree  on  the  proper  allocation  of  reasonable  and  necessary 
business  expenses  among  various  ongoing  projects.   As  you  know, 
OTA  study  director  Michael  Gluck  discussed  his  analysis  at  a 
congressional  staff  briefing  conducted  last  month  by  your 
Committee  and  concluded  that,  even  with  access  to  all  of  our  data, 
he  was  unable  to  conclude  whether  our  product  was  priced 
reasonably  or  not.   I  very  much  doubt  that  a  "breakthrough  drug 
committee"  would  be  any  more  successful  than  OTA  at  determining 
the  reasonableness  of  a  drug's  price. 

Injecting  yet  another  element  of  uncertainty  into  the  drug 
development  process  discourages  investment  in  the  biotechnology 
industry.    Investors'  fear  that  Medicare  and/or  a  breakthrough  drug 
committee  will  directly  or  indirectly  squelch  return  on  investment 
has  already  reduced  the  amount  of  new  capital  invested  in 
biotechnology. 

In  the  first  eight  months  of  this  year,  biotech  companies  were 
able  to  raise  only  about  25%  of  the  amount  they  spent  during  this 
period.   Obviously,  this  is  not  a  sustainable  situation  for  an  industry 
that  lost  $3.6  billion  last  year. 

Less  Investment  translates  directly  Into  less  work  on 
untreatable  diseases  like  Alzheimer's,  cancer,  and  cystic  fibrosis, 
cannot  emphasize  strongly  enough  that  it  is  patients  who  will 
ultimately  suffer  the  most  from  the  price  controls  on  breakthrough 
drugs. 
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An  Alternative  to  Price  Controls:  Outcomes  Research  and 
Practice  Guidelines 

A  better  approach  to  controlling  health  care  costs,  including 
drug  costs,  would  be  to  expand  funding  for  outcomes  research  for  all 
medical  technologies  (surgery,  pharmaceuticals,  and  diagnostics) 
and  to  utilize  the  results  of  that  research  to  develop  practice 
guidelines  for  physicians.  Numerous  studies  already  show  excessive 
use  of  various  medical  technologies  -  surgeries,  diagnostic 
procedures,  and  even  drugs  —  with  little  or  no  improvement  in 
health  outcome.  Translating  these  studies  into  practice  guidelines 
will  save  money  without  Jeopardizing  patient  health. 

Outcomes  research  and  practice  guidelines  keep  the  focus  on 
what's  best  for  the  patient,  reducing  costs  only  when  they  produce 
no  patient  benefit.  This  is  far  different  from  a  system  that  would 
effectively  limit  which  drugs  Medicare  patients  will  have  access  to, 
thereby  discouraging  research  for  unmet  medical  needs. 
Furthermore,  instead  of  focusing  exclusively  on  the  fraction  of  a 
penny  of  each  health  care  dollar  that  is  spent  on  breakthrough  drugs, 
outcomes  research  looks  at  utilization  of  all  health  care  products 
and  sen/ices,  from  which  bigger  savings  can  be  derived. 

Finally,  outcomes  research  —  as  opposed  to  breakthrough  drug 
price  reviews  —  does  not  discriminate  against  a  particular 
technology.   Instead,  it  looks  at  the  outcomes  from  surgery, 
diagnostic  procedures,  and  pharmaceuticals  equally.   In  my  opinion, 
the  biotechnology  industry  is  prepared  to  compete  with  other  health 
care  products  and  services  on  the  basis  of  the  relative  therapeutic 
value  and  cost-effectiveness  of  various  treatment  options. 


About  Genzvme  and  Ceredase™ 

Let  me  begin  by  saying  that  Genzyme  is  a  company  that  is  built 
on  a  serious  and  sustained  commitment  to  patients.  We  spent  $91 
million  last  year  -  or  51%  of  sales'  -  on  researching  and 
developing  ways  to  prevent,  diagnose,  and  treat  serious  and 
debilitating  diseases  for  which  no  adequate  medical  treatment  is 
currently  available.  This  does  not  include  the  cost  of  building  a 
$1 00+  million  manufacturing  plant  to  actually  produce  these 
products. 

Genzyme  also  recognizes  its  responsibility  to  the  patients  who 
rely  on  the  one  drug  that  we  currently  sell,  Ceredase™.  We  have 
made  a  corporate  commitment  that  no  American  patient  will  be 
denied  access  to  our  drug  for  inability  to  pay.   We  have  fulfilled  this 
commitment  in  several  important  ways. 

First,  we  decided  to  price  our  product  substantially  below  the 
price  suggested  by  typical  pharmaceutical  industry  margins.  As  a 
result,  the  company  has  never  been  able  to  pay  its  investors  a 
dividend.  Indeed,  the  company  lost  about  $30  million  last  year. 

I  should  add  that  Genzyme  spends  about  twice  as  much  on 
research  and  development  as  we  earn  in  profits  on  Ceredase™.    We 
also  spend  about  twice  as  much  on  research  as  we  do  on  marketing. 

Second,  Genzyme  gives  away  about  1 1  %  of  all  the  Ceredase™ 
we  manufacture  to  needy  patients.   Last  year,  this  represented  a 
donation  of  several  millions  of  dollars  of  free  treatment. 


'  Ceredase™  accounted  for  roughly  half  ($95  million)  of  the  company's  total  product  sales 
($1 80  million).  The  remainder  of  sales  were  derived  from  diagnostic  products  and  services, 
generic  pharmaceuticals,  and  fine  chemicals. 
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Finally,  Genzyme  is  funding  a  variety  of  dosage  reduction 
studies,  both  our  own  research  and  those  of  academic  scientists,  so 
that  patients  can  be  treated  with  the  smallest  effective  dose.  As  a 
result  of  these  studies,  we  have  found  that  doses  can  usually  be 
reduced  by  50%  after  six  to  twelve  months  of  therapy,  and  an 
additional  50%  after  a  second  six  to  twelve  months.  Thus,  some 
patients  have  been  successful  on  a  "maintenance  dosage"  that  is  75% 
lower  than  their  initial  dosage. 

We  believe  that  dosage  reduction  will  be  the  most  effective 
way  of  reducing  treatment  costs.   As  a  result  of  our  research  on 
dosage  reduction,  the  average  annual  cost  of  therapy  has  gone  from 
over  $300,000  in  1 991  to  less  than  $1 30,000  today,  and  we 
anticipate  that  the  average  cost  will  be  around  $60,000  by  the  end 
of  1 994. 

The  Cost  of  Ceredase™ 

There  is  no  question  that  Ceredase™  is  expensive  to  produce. 
The  fact  is,  even  if  we  sold  our  product  at  cost,  it  would  still  cost 
the  average  patient  about  $1 00,000  at  typical  1 993  dosages.  While 
the  research  and  development  costs  of  Ceredase™  are  fairly  typical 
for  drug  development,  the  manufacturing  costs  and  dosage 
requirements  are  not. 

To  begin  with,  Genzyme  Incurs  the  very  high  manufacturing 
costs  associated  with  making  a  drug  for  a  very  small  patient 
population.  Since  there  are  only  about  1 ,000  patients  worldwide 
currently  receiving  our  drug,  we  do  not  enjoy  any  of  the  economies 
of  scale  available  to  the  manufacturers  of  drugs  for  worldwide 
patient  populations  that  typically  range  from  500  to  5,000  times 
this  size.  Nor  do  we  have  a  large  patient  base  over  which  to  spread 
our  fixed  costs. 

Furthermore,  vast  quantities  of  an  expensive  and  difficult  to 
obtain  raw  material  are  required  to  make  Ceredase™.  Approximately 
22,000  human  placentas  must  be  collected,  processed,  purified,  and 
sterilized  to  treat  an  average  patient  for  one  year.  The  short  supply 
of  this  raw  material  means  that  our  company  is  constantly 
struggling  to  produce  enough  Ceredase™  to  meet  patient  demand. 
FDA  approval  of  our  second  generation  product,  which  is  genetically 
engineered,  will  eliminate  supply  problems  and  will  ultimately  make 
the  first  generation  product  obsolete. 

Aside  from  the  high  cost  of  manufacturing  Ceredase™,  the 
product  is  expensive  because  of  the  very  large  doses  required  by 
severely  ill  patients.  Gaucher  disease  is  a  genetic  disorder  that 
makes  patients  sick  from  the  very  moment  they  are  born,  gradually 
debilitating  and  disabling  them  over  a  period  of  years.  Since  there 
was  no  effective  way  to  treat  these  patients  before  we  developed 
Ceredase™,  many  Gaucher  patients  were  sick  and  disabled  for 
decades  before  they  began  treatment. 

Such  patients  require  very  high  doses  to  reverse  30,  40,  even 
50  years  of  bone  degeneration.   But  high  doses  of  our  drug  literally 
reverse  the  disease  process  and  within  six  months  to  a  year  the 
patient  can  be  stabilized  and  dosage  reduction  achieved.  Until  that 
time,  however,  patients  require  large  doses  to  make  up  for  decades 
of  nontreatment,  and  large  doses  cost  proportionately  more  than 
small  doses. 
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Pricing  History  of  Ceredase™ 

Since  this  Committee  has  focused  in  previous  hearings  on  what 
Chairman  Pryor  characterizes  as  "excessive"  price  increases,  I 
would  like  to  note  for  the  record  that  Genzyme  has  never  increased 
the  price  of  Ceredase™  since  the  product  was  introduced  two  and 
one-half  years  ago.    Since  inflation  during  this  period  was  almost 
1 1  %,  the  real  price  per  unit  has  actually  decreased  by  about  1 0%. 

The  cumulative  effect  of  this  real  price-per-unit  decrease,  and 
the  57%  decline  in  the  average  number  of  units  per  patient,  is  that 
the  cost  of  Ceredase"'  therapy  has  declined  bv  two-thirds  in  the 
last  two  and  one-half  years. 


International  Pricing  of  Ceredase"* 

Since  this  Committee  has  focused  in  previous  hearings  on 
international  price  comparisons  of  pharmaceuticals,  I  want  you  to  be 
aware  that  Genzyme  sells  Ceredase™  in  Europe  and  Israel  for  the 
same  price  as  it  does  in  the  U.S.   In  fact,  because  of  import  duties  in 
many  of  those  countries,  our  drug  often  costs  more  overseas  than  it 
does  at  home.   I  think  the  fact  that  countries  that  directly  control 
drug  prices  have  accepted  our  price  strongly  suggests  that  it  is  a 
reasonable  one. 

I'd  like  to  focus  for  a  moment  on  Japan,  which  has  a  single- 
payer  system  in  which  the  government  sets  reimbursement  rates  for 
all  drugs.  Until  Ceredase  is  approved  by  the  Japanese  FDA,  the 
Ministry  of  Health  has  authorized  us  to  sell  it  for  the  U.S.  price 
under  its  "compassionate  use"  rules.  When  the  product  is  approved 
for  sale,  however,  the  Japanese  pricing  formula  calls  for  a  price 
that  is  twice  the  U.S.  price. 

In  fact,  it  is  typical  for  the  Japanese  government  to  set  prices 
for  biotechnology  and  other  breakthrough  pharmaceutical  products  at 
two  to  three  times  U.S.  market  prices.  This  reflects  a  Japanese 
industrial  policy  of  encouraging  and  rewarding  innovation  with  a 
pricing  premium.  On  the  other  hand,  the  Japanese  government  cuts 
the  prices  of  older  pharmaceuticals  on  an  annual  basis  according  to  a 
preset  formula.  The  message  to  Japanese  industry  is  clear:   innovate 
or  die. 
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By  contrast,  both  Chairman  Pryor  and  the  Administration 
propose  precisely  the  opposite:  that  brealcthrough  drugs  be  subject 
to  government  policies  aimed  at  preventing  "excessive"  prices,  while 
old  drugs  continue  to  escalate  in  price  at  the  rate  of  general 
inflation. 

In  citing  Japanese  policy,  I  do  not  intend  to  suggest  that  the 
U.S.  should  adopt  that  system.  To  the  contrary,  I  think  that  the 
relatively  high  prices  that  the  Japanese  government  willingly  pays 
for  breakthrough  drugs  is  compelling  evidence  that  companies  are 
not  abusing  the  pricing  freedom  provided  in  a  non-price  controlled 
system  like  ours. 

Allow  me  to  make  one  more  comment  about  Japan.   It  is 
common  knowledge  that  the  Japanese  government  has  targeted 
biotechnology  as  an  industry  in  which  they  would  like  to  be  dominant 
by  the  year  2000.   Could  this  happen? 

The  answer  is  yes,  but  that  threat  to  the  U.S.  biotechnology 
industry  from  Japan  is  not  nearly  as  great  as  the  threat  from  our 
own  government.     America's  technological  superiority  in 
biotechnology  is  well  established.  Last  month,  three  of  the  four 
Nobel  Prizes  in  medicine  and  chemistry  have  been  awarded  to  U.S. 
biotechnology  company  scientists.   Perhaps  more  importantly,  from 
a  commercial  standpoint,  American  biotechnology  companies 
developed  every  one  of  the  22  biotech  products  on  the  U.S.  market 
today;  Japan  developed  none. 

In  my  opinion,  we  will  only  forfeit  our  leadership  position  to 
Japan  if  their  government  encourages  the  development  of 
breakthrough  drugs  and  our  own  does  not. 


Conclusion 

In  conclusion,  I  would  like  to  suggest  that  there  Is  compelling 
evidence  that  market  mechanisms  are  working  effectively  both  to 
encourage  the  development  of  breakthrough  drugs  and  to  constrain 
their  prices,  and  that  Ceredase™  is  an  example  of  such  mechanisms 
at  work. 

Breakthrough  drugs  are  part  of  the  solution  to  our  health  care 
problems.   They  are  not  part  of  the  problem.   For  a  fraction  of  a 
penny  of  every  health  care  dollar,  they  make  major  improvements  in 
both  health  outcomes  and  quality  of  life,  often  at  a  lower  cost  than 
is  incurred  by  providing  mere  symptomatic  or  palliative  relief. 

To  tamper  with  the  system  that  is  producing  such  dramatic 
advances  on  an  unsupported  theory  that  breakthrough  drugs  will  still 
be  developed  if  they  are  subject  to  government  second-guessing 
about  prices  is  fraught  with  danger  to  both  patients  and  innovator 
companies. 

Thank  you  for  permitting  me  to  address  this  important  issue.   I 
would  welcome  the  opportunity  to  answer  any  questions  you  may 
have. 


I 
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Appendix:   SELECTED   PRODUCTS  AND  TECHNOLOGIES  IN 
DEVELOPMENT  BY  GENZYME 


Recombinant  Ceredase™  :  Genzyme  has  filed  a  New  Drug  Application  with  the  FDA 
requesting  approval  of  a  genetically  engineered  version  of  its  Ceredase™  product.  This  second 
generation  product  will  eliminate  the  supply  shortages  and  potential  for  viral  contamination 
associated  with  Genzyme's  currently  marketed  drug,  which  requires  vast  quantities  of  human 
placental  tissue  to  produce.  (As  many  as  22,000  human  placentas  are  needed  to  make  enough  of 
the  drug  to  treat  a  single  patient  for  a  year.)    Within  several  years  of  FDA  approval,  the 
company  hopes  to  make  its  first  generation  product  obsolete. 

Cvstic  fibrosis  gene  therapy  and  protein  replacement:  Genzyme  is  a  leader  in 
developing  products  for  the  treatment  of  cystic  fibrosis,  a  fatal  genetic  disorder  affecting 
30,000  Americans  caused  by  a  mutation  in  the  gene  coding  for  a  protein  called  genetically 
engineered  cystic  fibrosis  transmembrane  conductance  regulator  (CFTR).  Two  approaches  to 
treating  the  disease  are  in  development.  Perhaps  the  company's  most  ambitious  research 
project,  cystic  fibrosis  gene  therapy  aims  to  augment  defective  cystic  fibrosis  genes  with 
healthy  genes  that  would  enable  the  patient's  cells  to  produce  normal  CFTR  protein.  This 
therapy  was  recently  approved  by  the  NIH  Recombinant  DNA  Advisory  Committee  and  is  now 
undergoing  Phase  I  clinical  trials.  Simultaneously,  Genzyme  is  developing  a  CFTR  protein 
product  to  replace  the  defective  CFTR  protein  with  properly  functioning  protein.  Beginning  in 
1 990,  Genzyme  scientists  have  reported  several  major  discoveries  concerning  cystic  fibrosis. 
We  have  shared  our  discoveries  with  the  world  by  publishing  our  work  in  various  scientific 
journals,  including  Nature,  Cell,  Science,  Molecular  and  Cellular  Biology,  Bio/Technology, 
Journal  of  Clinical  Investigation,  and  Nature  Genetics. 

ThvroQen"  recombinant  thyroid  stimulating  hormone  for  thvroid  cancer: 
Genzyme  is  conducting  Phase  III  clinical  trials  on  a  genetically  engineered  version  of  the  natural 
human  hormone  that  stimulates  the  thyroid  gland  for  use  as  an  adjunct  in  the  detection  and 
treatment  of  thyroid  cancer.  Thyroid  cancer  is  normally  treated  by  surgical  removal  of  the 
patient's  thyroid  gland,  followed  by  periodic  monitoring  for  the  rest  of  the  patient's  lifetime  to 
check  for  cancer  recurrence.  One  of  the  primary  techniques  used  in  this  periodic  monitoring, 
whole  body  radioiodine  uptake  scanning,  requires  that  patients  suspend  their  thyroid  hormone 
replacement  therapy  for  up  to  six  weeks,  thereby  becoming  severely  debilitated  by 
hypothyroidism.  But  the  use  of  Thyrogen™  would  enable  patients  to  continue  their  thyroid 
therapy  while  undergoing  scanning  and  may  even  increase  the  sensitivity  of  this  test  and 
improve  related  diagnostic  and  treatment  procedures. 

Vlanain™  for  treatment  of  severe  burns:  This  product,  a  formulation  of  two  enzymes 
derived  from  pineapple  stems,  is  undergoing  Phase  II  clinical  trials  for  the  removal  of  necrotic 
(dead)  tissue  caused  by  third  degree  burns.  Currently,  treatment  of  severe  burns  involves  the 
surgical  removal  of  necrotic  tissue  (debridement)  to  prevent  infection  and  to  prepare  the  site 
for  skin  grafting.  The  procedure  is  expensive,  results  in  significant  loss  of  blood  and  viable 
tissue,  and  is  painful  and  traumatic  for  the  patient.  Vianain™  is  being  investigated  for 
selectively  dissolving  necrotic  tissue  without  injuring  the  underiying  healthy  tissue.  If 
successful,  Vianain™  will  reduce  complications,  infections,  and  pain  associated  with  surgical 
debridement,  improve  the  likelihood  that  subsequent  skin  grafting  will  succeed,  and  reduce  the 
cost  of  treating  severe  burns.  The  company  recently  began  studying  the  use  of  Vianain™  to  treat 
skin  ulcers,  as  well. 

Hyaluronic  acid  products  to  reduce  complications  of  surgery:    Genzyme  is 

developing  four  products  based  on  hyaluronic  acid,  a  viscous  liquid  that  protects  the  joints  in 

the  human  body.  All  four  products  are  being  developed  to  protect  internal  organs  during 
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surgery  and  to  prevent  post-surgical  adhesions,  in  which  scar  tissue  from  the  injured  organ  or 
tissue  grafts  itself  to  another  organ  or  tissue.  This  is  a  fairly  common  complication  of  surgery 
that  may  require  a  second  surgery  to  correct.  Genzyme's  hyaluronic  acid  products  are  expected 
to  reduce  the  incidence,  severity,  and  extent  of  adhesion  formation,  thereby  reducing  surgical 
complications  and  associated  health  care  costs. 

HAL-C™  Coating  Solution  is  a  liquid  formulation  that,  when  applied  as  a  precoating  to  a 
surgical  site,  forms  a  temporary  barrier  that  protects  tissue  from  the  damage  that  can 
occur  due  to  surgical  manipulation  and  desiccation.  Genzyme  is  conducting  Phase  III  clinical 
trials  to  evaluate  the  product  in  patients  undergoing  abdominal,  cardiac,  and  gynecological 
surgical  procedures. 

HAL-F™  Bioresorbable  Membrane  is  a  film  formulation  that  is  designed  for  use  as  a 
physical  barrier  to  separate  damaged  tissues  and  organs  for  several  days  following  a 
surgical  procedure.  It  is  inserted  during  surgery  between  vulnerable  tissues  and  dissolves 
several  days  later,  after  wound  healing  is  substantially  completed  and  the  risk  of  adhesions 
is  eliminated.  HAL-F™  is  undergoing  Phase  II  clinical  trials  for  use  in  abdominal  and 
gynecological  surgery. 

HAL-S™  Solution  is  designed  as  an  orthopedic  surgical  aid.    Currently  undergoing  Phase  III 
clinical  trials,  it  is  intended  to  reduce  postoperative  pain  and  swelling,  and  result  in  greater 
range  of  motion  following  arthroscopic  surgery. 

HAL-G™  Gel  is  a  highly  viscous  gel  formulation  that  is  expected  to  be  used  in  minimally 
invasive  surgical  procedures,  including  laparoscopy  and  other  gynecological  procedures. 
HAL-G™  is  in  preclinical  study. 

Fetal  cell  separation  to  reduce  risks  of  prenatal  testing:  Prenatal  testing  to  analyze 
fetal  cells  for  genetic  abnormalities  is  currently  done  using  amniocentesis  and  chorionic  villus 
sampling  (CVS),  techniques  that  are  invasive  and  present  a  risk  of  spontaneous  miscarriage. 
Because  of  this  risk,  prenatal  testing  is  only  performed  when  the  mother  is  over  35  years  old 
or  where  either  parent  has  a  family  history  of  genetic  disorders.  But  80%  of  Down  syndrome 
children,  for  example,  are  born  to  mothers  for  whom  prenatal  genetic  diagnosis  was  not 
indicated  by  the  aforementioned  risk  factors.  To  make  prenatal  genetic  diagnosis  available  to 
more  women,  the  risk  needs  to  be  reduced.  Genzyme's  Integrated  Genetics  subsidiary  has 
developed  a  new  technology  which  will  enable  women  to  replace  amniocentesis  and  CVS  with  a 
simple  blood  test  in  which  fetal  cells  that  are  present  in  the  mother's  blood  can  be  extracted  and 
analyzed  for  a  wide  range  of  genetic  disorders.    (There  is  approximately  one  fetal  cell  mixed  in 
with  every  one  million  maternal  blood  cells.)  This  technology  is  currently  undergoing  Phase  I 
clinical  trials. 

Alpha-GAL  for  Fabry  Disease:  This  product  is  currently  undergoing  preclinical  study  for 
treatment  of  Fabry  Disease,  a  rare  sex-linked  genetic  disorder. 

Transgenic  animals  to  reduce  the  cost  of  manufacturing  biotherapeutics:  Genzyme 
is  developing  a  technology  based  on  the  production  of  therapeutic  proteins  in  the  milk  of 
transgenic  animals.  This  is  based  on  the  company's  success  in  producing  several  proteins, 
including  the  cystic  fibrosis  membrane  protein,  in  the  milk  of  transgenic  mice,  rabbits,  and 
goats.  This  technology  may  provide  a  cost-effective  means  of  producing  large  quantities  of 
certain  complex  proteins,  some  of  which  might  otherwise  be  uneconomical  or  even  impossible  to 
produce. 
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STATEMENT  OF  LEWIS  A.  ENGMAN 


PRESIDENT,  GENERIC  PHARMACEUTICAL  INDUSTRY  ASSOCIATION 


The  Generic  Pharmaceutical  Industry  Association, 
known  as  GPIA,  represents  most  of  the  leading  United  States 
manufacturers  and  distributors  of  generic  prescription 
medlci~~'s,  both  large  and  small.  Our  members  compete 
aggressively  with  one  another,  as  well  as  with  the  brand 
name  pharmaceutical  companies . 

Since  its  founding  in  1981,  GPIA  and  its  member 
firms  have  fought  hard  for  the  principle  of  competition  in 
prescription  drug  markets.  GPIA,  in  close  coordination  with 
the  nation's  consumer,  senior  and  labor  groups,  worked  with 
Congress  to  forge  the  historic  1984  Waxman-Hatch  compromise, 
the  Drug  Price  Competition  and  Patent  Term  Restoration  Act, 
which  is  intended  to  assure  ptompt.  availability  of  generic 
medicines  after  brand  patents  expire.  The  explosive  growth 
of  the  modern  generic  pharmaceutical  industry  is  a  tribute 
to  those  trailblazing  efforts  of  GPIA's  leaders  and  oiBmbers, 
and  to  the  foresight  of  the  bipartisan  sponsors  in  Congress 
who  believed  in  the  importance  of  competition  in 
pharmaceutical  markets.  The  competitive  promise  of  the  1984 
Act  has  been  realized i  as  soon  as  a  brand  name  medicine  is 
about  to  come  off  patent,  GPIA's  members  aggressively 
compete  to  bring  new  low  cost  generic  medicines  to  consumers 
as  quickly  as  the  FDA  approval  process  allows. 

I  know  about  these  past  GPIA  accomplishments 
because,  during  the  key  years,  I  was  President  of  PMA.  I 
helped  negotiate  the  1984  compromise,  because  I  believed 
then,  as  I  believe  now,  that  vigorous  open  market 
competition  after  patents  expire  is  good  for  American 
consumers  as  well  as  for  the  entire  pharmaceutical  industry. 
As  a  former  Chairman  of  the  Federal  Trade  Commission,  I  know 
the  power  of  competition  and  the  importance  of  the 
government's  role  in  keeping  markets  functioning. 
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It  is  in  the  light  of  this  background  that  I 
welcome  the  serious  questions  which  the  Chairman  has  raised 
about  the  future  of  the  generic  pharmaceutical  industry  and 
its  capacity  to  maintain  a  vigorously  competitive  market  for 
prescription  medicines.  While  the  issues  you  have  raised 
deserve  close  and  continuing  attention,  it  is  my  opinion, 
both  as  a  representative  of  the  generic  pharmaceutical 
industry  and  as  a  former  enforcer  of  the  nation's  antitrust 
laws,  that  none  of  the  developments  thus  far  indicate  that 
the  generic  industry  will  not  remain  strong  and  competitive, 
or  that  the  federal  government  will  not  use  its  authority 
and  power  to  insure  that  the  entire  pharmaceutical  industry 
remains  highly  competitive. 

As  you  pointed  out  in  August,  the  entire 
pharmaceutical  industry  can  look  forward  to  rapidly 
expanding  demand  in  the  years  ahead  as  health  care  reform  is 
adopted,  with  prescription  drug  coverage  being  expanded  to 
Medicare  recipients  and  becoming  a  part  of  standard  health 
insurance  plans.  The  pharmaceutical  companies  that  succeed 
will  be  tho^e  who  meet  the  new  demand  with  the  highest 
quality,  the  lowest  prices  and  the  best  service  to  their 
customers .  A  larger  market  volume  means  that  opportunities 
for  competition  will  expand,  and  the  ability  of  large 
pharmaceutical  companies  to  eliminate  competition  will 
decline. 

You  have  expressed  concern  that  the  purchase  of 
generic  pharmaceutical  companies  by  brand  ncime  companies 
will  erode  market  forces.  Yet  any  brand  name  manufacturer 
that  thinks  it  can  eliminate  its  generic  competition  by 
buying  a  generic  company  will  find  that  it  still  has 
aggressive  competition  among  the  many  independent  generic 
companies  as  well  as  from  the  generic  affiliates  of  other 
brand  naune  companies .  Brand  name  companies  that  purchase 
generic  companies  will  have  to  recoup  their  investment  in 
those  acquired  generic  companies  by  being  aggressive 
competitors  fighting  for  their  share  of  the  increased  volume 
of  demand.  They  can  do  so  only  by  being  price  competitors 
unless  they  intend  to  engage  in  such  illegal  activities  as 
predatory  pricing  to  preempt  competition  or  market-splitting 
agreements  with  other  large  companies. 
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I  have  no  doubt  that  the  antitrust  enforcers  in 
this  Administration  will  be  vigilant  to  prevent  such 
interference  with  normal  market  forces.  Assistant  Attorney 
General  Anne  Bingaman's  recent  rejection  of  PMA's  drug 
pricing  proposal  is  clear  evidence  that  the  Department  of 
Justice  is  alert  to  possible  threats  to  competition. 
Moreover,  both  the  Federal  Trade  Commission  and  the  Justice 
Department  are  watching  closely  all  facets  of  the  health 
care  industry  which  is  undergoing  rapid  market  changes. 
Your  hearings  undoubtedly  will  reinforce  the  resolve  of  the 
Department  of  Justice  and  the  FTC. 

However,  the  Congress  can  improve  the  competitive 
marketplace  for  medicines  by  repealing  the  existing  Medicaid 
rebate  requirements  on  generic  medicines.  The  low  costs  of 
generic  medicines  already  are  driven  by  the  competition  of 
the  marketplace.  Rebates  weaken  competition  by  discouraging 
existing  generic  firms  from  developing  more  generic  versions 
of  medicines  coming  off  patent  and  may  discourage  new  firms 
from  entering  the  generic  meirket  at  all.  If  the  Congress 
wants  to  assure  a  vibrant  coii^)etitive  generic  industry  to 
continue  to  keep  downward  price  pressures  on  medicines. 
Congress  should  repeal  the  Medicaid  rebate  on  generic 
medicines. 

I  congratulate  you  and  this  Committee  on  your 
contribution  to  maintaining  vigorous  drug  coiqwtition,  and  I 
assure  you  that  GPIA  looks  forward  to  working  with  you  in 
the  exciting  times  ahead. 
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TESTIMONY  FOR  THE  SPECIAL  COMMITTEE  ON  AGING 

November  16.,  1993 

Eugene  P.  Schonfeld,  Ph.D. 

President  and  Chief  Executive  Officer 

National  Kidney  Cancer  Association 

1234  Sherman  Avenue 

Evanston,  Illinois   60202 

708  -  332  -  1051 


ThanJc  you  for  allowing  me  to  submit  this  testimony.   I  share  your  concerns 
about  health  care  reform.   I  am  particularly  concerned  about  research,  cancer, 
and  the  overall  economic  effects  of  health  ceire  reform. 


Introduction 

By  way  of  introduction,  I  am  a  kidney  cancer  patient.   I  am  also  President  and 
Chief  Executive  Officer  of  the  National  Kidney  Cancer  Association.   Before  I 
founded  the  Association,  I  st2u:ted  five  high  tech  companies.   I  hold  a  Ph.D.  in 
marketing  and  finance  from  Northwestern  University  amd  I  have  been  on  the 
faculty  at  Northwestern  and   at  the  University  of  Illinois. 

One  of  my  companies,  Schonfeld  &  Associates,  tracks  R&D   expenditures,  and 
corporate  financial  performance  and  produces  statistical  reference  works  which 
are  sold  to  Wall  Street  firms,  libraries,  government  agencies  and  corporations 
themselves.   This  company  tracks  over  200  health  care  companies,  including  145 
pharmaceutical  companies. 

I  have  no  financial  interest  in  any  health  care  company.   The  National  Kidney 
Cancer  Association  is  supported  by  patients,  families,  and  doctors,  and  by 
individual  charitable  donations.   Besides  providing  information  to  patients  and 
doctors,  the  Association  also  has  a  small  research  program  of  its  own. 


Initial  CooBents 

Reseeurch  has  played  an  important  role  in  the  evolution  of  our  health  care 
system.   Many  of  us  would  not  be  alive  today  if  it  were  not  for  the  success  of 
past  research.   Until  very  recently,  new  product  development  work  and  RSD  has 
one  of  the  most  intense  areas  of  competition  among  pharmaceutical  and  medical 
equipment  manufacturers. 

However,  medical  research  is  now  threatened  by  health  care  reform  and  there  is 
a  significant  danger  that  health  care  reform  will  stifle  innovation.   Firms 
will  simply  switch  to  competing  in  other  ways.   The  number  of  new  life  saving 
products  will  be  less  and  patients  will  suffer  and  die  as  a  result. 

As  shown  in  Figure  1,  health  care  R&D  as  a  percent  of  health  care  costs  peaked 
in  1982  and  has  declined  consistently  since  then.  This  graph  shows  one  reason 
health  care  costs  have  not  been  contained. 

The  United  states  has  not  invested  enough  money  in  medical  R&D  to  control 
rising  costs.   If  health  care  reform  reduces  research  as  a  percentage  of  total 
cost,  the  U.S.  will  fall  farther  and  farther  behind  its  health-care  cost  curve. 
The  reason  is  that  research  not  only  produces  new  drugs  which  cure  disease  and 
better  medical  devices  for  diagnosing  and  caring  for  patients,  research  also 
produces  innovations  which  reduce  costs. 

For  example,  the  development  of  laparoscopic  surgery  means  less  invasive  and 
less  expensive  surgery,  shorter  hospital  stays,  and  less  risk  to  patients.   A 
new  drug  may  keep  a  patient  out  of  the  hospital,  and  newer  more  sensitive  X-ray 
film  may  uncover  tumors  when  they  can  be  removed  without  intensive  chemotherapy 
or  other  treatments.   Research  also  reduces  the  cost  of  making  many  products 
used  in  our  health  care  system. 

Much  has  been  written  about  new  medical  technologies  which  are  "expensive' 
while  everyone  has  ignored  the  technical  advances  which  have  dramatically 
reduced  costs.   I  think  one  of  the  problems  is  that  CAT  scan  machines  are 
highly  visible  capital  expenditures  for  hospitals,  while  new  surgical  staples 
and  pharmaceuticals  are  supplies.   Financial  accounting  has  steered  many  people 
to  the  wrong  conclusions  eibout  the  cost  of  health  care  technology. 
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Sources  of  Health  Care  R£D  Investaent 

How  much  does  the  U.S.  spend  on  health  care  R&D  and  where  does  the  money  come 
from?   As  shown  in  Figure  2,  research  spending  has  risen  consistently. 
However,  the  leading  source  of  R&D  investment  dollars  has  switched  from  the 
Federal  government  to  private  industry. 

Health  care  reforms  which  reduce  the  rate  of  return  on  R&D  by  private  industry 
will  reduce  total  health  care  research.   Some  projects  are  not  viable  when 
rates  of  return  drop.   Also,  the  Federal  government  has  already  reduced  its  own 
share  of  R&D  spending.   Moreover,  the  Federal  government  cannot  make  up  for  any 
cutbacks  in  corporate  research.  The  government  faces  huge  deficits  and  has  no 
money  for  long  term  research  investments.   The  recent  termination  of  the  super 
collider  project  by  Congress  underscores  this  lack  of  funds. 

In  Figure  3,  R&D  as  a  percent  of  sales  for  seven  major  drug  companies  is 
compared  to  Federal  health  care  research  spending  as  a  percent  of  health  care 
costs.   This  graph  shows  that  major  drug  companies  have  doubled  their  R&D 
spending  as  a  percentage  of  sales  while  Federal  government  R&D  has  barely  kept 
pace  with  costs.   In  fact,  real  Federal  spending  has  declined  if  you  take 
inflation  into  account. 


Cancer 

One  of  out  of  every  three  living  Americans  will  die  of  cancer.   Currently, 
there  are  over  8  million  cancer  patients  in  the  U.S.   You  can  think  of  them  as 
having  tested  positive  for  cancer. 

I  talk  with  hundreds  of  cancer  patients  every  year.   I  get  phone  calls  every 
day  and  I  know  their  problems  with  the  health  care  system.   First,  and 
foremost,  they  haven't  got  a  cure  for  their  disease.   The  next  time  someone 
complains  aibout  the  high  price  of  drugs  for  a  rare  disease,  remember  that  they 
are  fortunate  that  they  have  a  drug  at  all.   Many  of  us  don't  have  any 
effective  therapy,  and  we  are  paying  the  highest  price  of  all.   We  are 
literally  paying  with  our  lives. 

Figure  4  shows  that  this  year,  almost  1.2  million  new  cases  of  cancer  will  be 
diagnosed  in  the  U.S.  and  over  500,000  deaths  will  be  due  to  cancer.   About  28 
percent  of  health  care  costs  are  consumed  during  the  last  year  of  life.   As  a 
killer,  cancer  is  the  single  most  expensive  disease  in  the  U.S.  economy. 

Through  research  by  companies  as  well  as  by  the  National  Cancer  Institute,  we 
are  about  to  see  some  ma^or  breakthroughs  in  the  diagnosis  and  treatment  of 
cancer.   For  example,  conventional  chemotherapy  has  been  replaced  by 
immunotherapy  in  kidney  cancer.   Gene  therapy  is  a  reality  and  it  is  now 
possible  to  have  a  patient's  body  produce  the  chemicals  needed  to  fight  his  own 
disease. 

The  President's  health  plan  calls  for  reimbursement  of  care  during  NIH 
sponsored  clinical  trials.   This  part  of  the  plan  will  speed  research  and  help 
patients  get  state-of-the-art  care. 

However,  as  shown  in  Figure  5,  we  have  a  long  way  to  go.   The  RSD  budgets  of 
General  Motors  and  IBM  have  grown  much  faster  than  the  budget  of  the  National 
Cancer  Institute...  and  these  two  companies  are  no  longer  competitive  or 
meeting  the  needs  of  world  markets.   In  fact,  both  companies  have  lost  billions 
of  dollars  and  their  boards  replaced  their  CEO's  during  the  past  year.   The 
combined  R&D  budgets  of  just  these  two  companies  exceeds  the  total  NIH  budget. 

Unfortunately,  the  National  Cancer  Act  has  not  been  enforced.   Figure  6  shows 
that  taking  into  account  inflation  and  the  number  of  new  cases.  Federal 
spending  for  cancer  research  actually  declined  37  percent  during  the  1980' s. 

As  a  cancer  patient,  it  is  very  clear  to  me  that  I  should  not  count  on  the 
Federal  government  to  find  a  cure  for  my  disease.   The  Federal  government  has 
not  been  investing  sufficiently  in  cancer  research  and  it  will  not  do  so  in  the 
era  of  huge  deficits. 

Therefore,  I  must  look  to  the  private  sector  to  provide  for  technical  advances, 
new  cures,  lower  cost  treatments,  and  other  innovations.  If  health  care  reform 
damages  private  sector  research,  costs  will  go  up,  quality  of  care  will  be  less 
than  it  could  be,  and  many  people  will  die  needlessly. 

Price  Controls 

Price  controls  are  the  single  biggest  threat  to  the  private  sector, 
particularly  pharmaceutical  companies,  medical  equipment  companies  and  other 
R&D  intensive  suppliers. 


224 


Price  cape  will  be  especially  detrimental  to  R&D  investment.   As  shown  in 
Figure  7,  biomedical  research  prices  have  been  growing  faster  than  the  Consumer 
Price  Index.   Drug  and  equipment  prices  reflect  costs,  and  this  inflation  index 
explains,  at  least  in  part,  why  consumers  are  seeing  drug  prices  increase 
faster  than  other  things. 

If  prices  of  drugs  and  equipment  are  capped  at  the  CPI,  the  cash  flows  won't  be 
sufficient  to  support  the  real  costs  of  research  and  development.   The  amount 
of  research  done  will  be  less. 

Also,  price  controls  discourage  risk  taking.   No  corporate  manager  or  venture 
capitalist  or  company  will  put  money  at  risk  in  an  R6D  investment  program  and 
develop  products  which  may  come  to  market  5  to  10  years  in  the  future  when  a 
National  Health  Board  of  government  bureaucrats  will  determine  prices  and 
profit  margins. 

Managers  and  investors  are  willing  to  take  business  risks  and  financial  risks. 
They  are  unwilling  to  take  a  political  risk,  particularly  when  they  can  make 
investments  in  other  opportunities  where  there  is  no  political  risk. 

The  reason  is  that  RSD  for  new  products  is  only  one  type  of  investment 
opportunity.   Instead  of  risking  capital  on  research,  companies  can  make 
acquisitions,  such  as  Merck  buying  Medco.   Companies  c«ui  expand  marketing  and 
move  into  more  countries.   Companies  can  launch  new  product  lines  which  are 
free  from  price  controls  such  as  cosmetics  or  over  the  counter  drugs.   They  can 
repurchase  their  own  stock.   They  can  modernize  their  manufacturing  plants  for 
existing  products.   Etc.   Etc. 

In  this  regard.  Congress  and  the  White  House  must  understand  that  the  laws  of 
economics  eire  more  powerful  than  the  laws  you  enact.   Companies  will  respond 
and  adjust  to  whatever  you  do.   If  you  reduce  the  rate  of  return  on  R&D 
investments  through  price  caps,  capital  will  be  devoted  to  other,  less  risky  or 
more  profitable  opportunities.   Health  care  reform  can  produce  unwanted,  even 
dangerous,  economic  side  effects. 

If  the  role  of  the  National  Health  Board  is  to  set  prices  or  cap  prices,  it 
will  destroy  health  care  R&D  and  patients  will  feel  the  impact. 

Those  patients  who  have  a  drug  for  their  disease  would  pay  lower  prices,  such 
as  patients  who  are  on  chronic  high  blood  pressure  medicine.   However,  patients 
who  don't  have  a  drug  for  their  disease  may  never  get  a  drug  which  helps  them. 
Diseases  such  as  cancer  and  AIDS  will  go  right  on  killing  Americans. 

For  example,  I  have  kidney  cancer.   I  had  my  kidney  and  tumor  removed  four 
years  ago,  but  I  have  a  50  percent  chance  of  recurrence.   The  most  effective 
therapy  currently  available  produces  a  complete  remission  in  only  8  percent  of 
patients.   If  my  disease  comes  back,  I  face  a  92  percent  probability  of  death. 

Will  there  be  a  drug  for  my  disease  if  the  National  Health  Board  has  the  power 
to  control  prices?  And  if  it  won't  have  the  authority  to  set  prices,  why  do  we 
need  to  spend  S  2  billion  on  a  new  Federal  bureaucracy?  Our  deficits  prove 
that  we  can't  pay  for  the  bureaucracy  we  already  have. 

The  irony  of  this  foolishness  as  shown  in  Figure  8  is  that  pharmaceuticals 
account  for  only  8  percent  of  total  health  expenditures.   If  all  drugs  were 
free,  it  would  barely  matter  to -the  overall  cost  of  health- care  in  the-U.^. 

Private  capital  is  already  moving  away  from  health  care  research.   As  shown  in 
Figure  9,  the  market  values  of  research  intensive  drug  companies  have  dropped 
significantly.   To  produce  this  graph,  I  added  up  the  monthly  closing  stock 
prices  of  seven  research  intensive  drug  companies:   Abbott,  Bristol,  Lilly, 
Merck,  Schering,  Smithkline,  and  Upjohn,  and  divided  the  total  by  the  S&P  500 
Stock  Market  Index.   These  companies  have  lost  almost  25  percent  of  their  value 
relative  to  the  overall  market. 

These  companies  compete  for  capital  in  the  financial  markets.   Lower  m2irket 
values  mean  that  the  cost  of  capital  is  going  up  and  less  capital  is  available. 
Ultimately,  capital  flows  are  reflected  in  research  budgets  as  well  as  in 
prices. 

As  I  mentioned,  I  have  been  involved  in  several  high  tech  ventures.   Currently, 
"word  on  the  street"  is  that  capital  for  biotech  start-ups  has  become  basically 
unavailable.   Entrepreneurs  can't  get  money  for  new  research-based  health  ciire 
companies. 
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Large  companies  are  also  responding.   Managers  are  redirecting  capital  to  non- 
research  investments,  such  as  acquisitions.   Besides  buying  Medco,  Merck  is 
investing  in  building  a  new  generic  drug  division  to  make  low-priced,  me-too 
products. 

Recently,  in  India  where  the  government  has  capped  drugs  prices  for  some  time, 
Roche  withdrew  from  the  market.   American  companies  are  cutting  back  on  their 
operations  in  India.   Capital  is  being  redeployed  to  other,  more  profitable 
areas.   There  have  also  been  massive  layoffs  at  major  drug  companies. 

My  fear  is  that  we  are  seeing  the  future  of  health  care  research  right  now. 
Let  this  be  an  early  warning  sign  to  the  congress  and  to  the  White  House. 


Closing  Co^aents 

We  need  health  care  reform  and  there  are  many  things  which  Congress  can  do  to 
improve  the  situation.   Let  me  mention  several  of  the  most  important  changes 
you  can  make,  such  as: 

1.  Make  R&D  tax  credits  permanent  to  encourage  the  development  of 
innovations  which  reduce  health  care  costs. 

2.  Enact  a  capital  gains  tax  for  long  term  investments  so  capital 
is  readily  available  to  fund  new  health  care  companies  and  more 
new  products. 

3.  Repeal  of  the  McCarren-Ferguson  Act  so  we  have  competition  and 
innovation  in  insurance,  and  pass  a  law  prohibiting  pre-existing 
condition  exclusions. 

4.  Extend  Robinson-Patman  to  services  so  unfair  price 
discrimination  is  illegal  in  health  care  service  markets. 

5.  Enact  a  uniform  pricing  law  making  it  illegal  for  a  hospital  or 
doctor  to  charge  different  patients  different  prices  for  the  same 
service. 

6.  Enact  legislation  overturning  state  laws  which  prohibit 
price  advertising  by  retail  drug  stores  so  retail  markets  are 
more  competitive. 

As  you  consider  these  recommendations,  think  about  price  controls  and  the 
National  Health  Board.   Washington  has  already  helped  the  railroads,  the 
airlines,  the  S&L  industry,  and  the  poor.   Now  it  wants  to  help  all  of  us, 
starting  in  the  womb  right  up  to  death. 

Under  President  Clinton's  plan,  health  care  expenditures  would  rise  from  about 
14  percent  to  17.4  percent  of  Gross  Domestic  Product.   Is  this  what  we  want? 
Is  this  an  improvement?  Many  other  financial  assumptions  of  the  plan  are 
equally  questionable. 

In  particular,  I'm  concerned  that  under  the  President's  plan  we  will  boost 
expenditures  for  Federal  and  state  bureaucracy  while  we  cut  spending  on 
research.   When  I  hear  that  the  National  Health  Board  will  cost  as  much  as  the 
National  Cancer  Institute,  I  think  Washington  has  its  priorities  all  screwed 
up.   Do  you  really  want  to  allocate  the  next  Federal  dollar  to  support 
administrators  rather  than  scientists? 

In  my  view,  the  only  way  to  change  the  fundamental  cost  of  health  care  is 
through  research  and  development  which  leads  to  innovations  which  change  the 
true,  underlying  cost  of  curing  and  treating  patients.   I  urge  you  to  support 
reforms  which  encourage  R&D  and  competition  through  innovation. 

In  closing,  consider  Figure  10  which  shows  that  hundreds  of  thousands  of  older 
Americans  die  from  cancer  each  year.   Will  this  committee  provide  incentives 
for  more  private  sector  research  to  save  lives  and  relieve  suffering,  or  will 
this  committee  destroy  private  sector  research  with  price  controls? 

Death  is  a  high  price  to  pay  because  a  few  Washington  politicians  think  that 
government  should  set  prices,  a  proven  policy  of  failure. 
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Fig.  1:    NIH  Data  Book,  1992 
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U.S.  SPENDING  FOR  HEALTH  R&D 
AND  %  SHARE  OF  SPENDING  BY  SOURCE 
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Fig.  2:    NIH  Data  Book,  1992 
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R&D  AS  %  SALES  FOR  7  DRUG  COMPANIES 

vs. 
FEDERAL  R&D  AS  %  TOTAL  HEALTH  COSTS 
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Fig.  3:    R&D  Ratios  &  Budgets,  NiH  Data  Boole,  1992 
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CANCER  IN  THE  U.S. 
NEW  CASES  DIAGNOSED  AND  DEATHS 
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Fig.  4:   American  Cancer  Society,  1993 
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NCI  APPROPRIATIONS  vs. 
R&D  $'s  of  GM  and  IBM 
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Fig.  5:   R&D  Ratios  &  Budgets,  NiH  Data  Book,  1992 
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FEDERAL  RESEARCH  SPENDING  PER 
NEW  CANCER  CASE 
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Fig.  6:    NIH  Data  Book,  1990;  ACS,  1991 
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NIH  BIOMEDICAL  R&D  PRICE  INDEX 

vs. 
CONSUMER  PRICE  INDEX 
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Fig.  7:  1980  =  100,  NIH  Data  Book,  1992 
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SPENDING  ON  PHARMACEUTICALS 
AS  A  %  OF  HEALTH  EXPEND^TURES 
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Fig.  8:    Bureau  of  Labor  Statistics,  Congressional  Budget  Office,  1992 
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STOCK  PRICES  OF  7  DRUG  COMPANIES 

AS  A  %  PERCENT  OF  THE 

S&P  500  STOCK  PRICE  INDEX 
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Fig.  9:    Standard  &  Poor's  Compustat  Services 
Sum  of  monthly  closing  prices  for  7  companies 
divided  by  monthly  closing  S&P  500  index 


235 

DEATHS  BY  AGE  GROUP 
FIVE  LEADING  CANCER  SITES 
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Fig.  10:   Vital  Statistics  of  U.S.,  1987 
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Publisher  of  Consumer  Reports 


Written  Testimony  of 

GAIL  SHEARER 

MANAGER,  POLICY  ANALYSIS 

CONSUMERS  UNION 

Consumers  Union'  appreciates  the  opportunity  to  submit  this 
statement  on  pharmaceutical  industry  issues,  as  they  relate  to 
President  Clinton's  health  care  reform  proposal.  We  strongly 
support  the  inclusion  of  prescription  drug  coverage  in  the  benefits 
package  for  all  Americans  --  young  and  old.  And  90  percent  of 
American  consumers  support  including  prescription  drug  protection 
in  the  standard  benefit  package.^ 

When  it  comes  to  regulating  prescription  drug  prices,  we 
believe  that  President  Clinton's  Health  Security  Act  has  some 
helpful  provisions,  but  that  it  does  not  go  far  enough  to  protect 
consumers.  If  prescription  drug  prices  were  a  river,  they  would 
already  be  far  above  flood  stage.  It  is  time  to  get  serious  about 
regulating  prices  to  the  benefit  of  American  consumers. 

Section  1572  of  the  Health  Security  Act  creates  an  Advisory 
Council  (to  the  Secretary  of  the  Department  of  Health  and  Human 
Services)  on  breakthrough  drugs.  The  Council  would  analyze  the 
reasonableness  of  launch  prices  of  breakthrough  drugs,  reporting  to 
the  Secretary,  who  in  turn  would  review  the  Council's  determination 


'Consumers  Union  is  a  nonprofit  membership  organization 
chartered  in  1936  under  the  laws  of  the  State  of  New  York  to 
provide  consumers  with  information,  education  and  counsel  about 
goods,  services,  health,  and  personal  finance;  and  to  initiate  and 
cooperate  with  individual  and  group  efforts  to  maintain  and  enhance 
the  quality  of  life  for  consumers.  Consumers  Union's  income  is 
solely  derived  from  the  sale  of  Consumer  Reports .  its  other 
publications  and  from  noncommercial  contributions,  grants  and  fees. 
In  addition  to  reports  on  Consumers  Union's  own  product  testing. 
Consumer  Reports  with  approximately  5  million  paid  circulation, 
regularly,  carries  articles  on  health,  product  safety,  marketplace 
economics  and  legislative,  judicial  and  regulatory  actions  which 
affect  consumer  welfare.  Consumers  Union's  publications  carry  no 
advertising  and  receive  no  commercial  support. 

^Consiimers  Union/Gallup  Survey,  April  1993. 
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and  publish  the  results. 

Section  2003  requires  that  manufacturers  remit  a  rebate  to  the 
Secretary  equal  to  at  least  17  percent  of  the  average  manufacturer 
retail  price. 

We  believe  that  the  Secretary  (or  the  National  Health  Board) 
should  have  broad  regulatory  authority  over  the  pricing  of  all 
prescription  drugs.  After  conducting  an  analysis  of  prescription 
drug  pricing,  comparing  prices  of  identical  drugs  in  the  United 
States  with  prices  in  other  countries,  the  Secretary  (or  Board) 
should  have  the  authority  to  regulate  the  prescription  drug  prices. 
The  Secretary  (or  Board)  should  review  the  excessive  profits  that 
drug  companies  have  made  on  drugs  that  were  discovered  in  part 
because  of  federally- financed  research.  Voluntary  cost  containment 
--  that  limits  growth  of  already  grossly  excessive  drug  prices  -- 
is  insufficient.  In  many  cases,  price  rollbacks  would  be 
appropriate.  The  concept  of  the  rebate  (equal  to  at  least  17 
percent  of  average  manufacturer  price)  for  certain  drugs  that 
applies  to  the  Medicare  benefit  should  be  expanded  to  all  covered 
prescription  drugs .  Cost  savings  should  be  achieved  across  the 
board,  not  just  fore  drugs  covered  under  Medicare. 

Consumer  Reports  published  an  in-depth  analysis  of 
prescription  drug  pricing  ("Do  We  Pay  Too  Much  for  Prescriptions?") 
last  month,  in  the  October  issue.  A  copy  of  the  article  is 
eittached  to  this  statement.  The  article  provides  strong  evidence 
for  the  need  for  expanded  scrutiny  of  prescription  drug  pricing, 
and  for  regulation  that  goes  beyond  jawboning  and  limited  rebates. 
Key  facts  reported  in  the  article  are: 

Drug  prices  rose  faster  in  the  1980' s  than  health  care 
costs  overall.  Total  U.S.  pharmaceutical  sales  revenues 
more  than  tripled  during  this  decade,  even  though  the 
voltjme  of  drugs  sold  hardly  budged. 

During  1992,  the  pharmaceutical  industiry  had  the  highest 
return  on  sales,  the  highest  return  on  assets,  and  the 
highest  return  on  stockholder  equity  of  any  industrial 
group  in  the  Fortune  500.  Its  11.5  percent  return  on 
sales  was  more  than  four  times  as  high  as  the  average  of 
all  Fortune  500  companies,  and  almost  twice  that  of  the 
second-most  profiteible  industry. 
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The  prescription  drug  industry  spends  about  30  to  50 
percent  more  selling  and  promoting  its  products  than  it 
does  inventing  and  testing  them. 

Billions  of  taxpayer  dollars  every  year  support 
government  research  that  pharmaceutical  companies  are 
then  allowed  to  use  for  their  profit  --  with  very  little 
payback  to  the  government  and,  until  very  recently,  no 
restraint  on  price.  For  example,  in  the  case  of  the  drug 
Ceredase  (an  enzyme  therapy  for  Gaucher' s  disease) 
National  Institute  of  Health  scientists  played  a  major 
role  in  the  development  of  the  drug  (e.g.,  NIH  discovered 
the  missing  enzyme,  figured  out  how  to  harvest  it  from 
human  placentas,  modified  it  chemically  to  treat  the 
disease,  and  gave  the  drugmaker--  Genzyme  --  $9  million 
to  spend  on  early  clinical  research) .  After  spending 
$29.4  million  of  its  own,  Genzyme  got  marketing  approval 
in  1991  and  went  on  to  sell  $37  million  worth  of  the  drug 
that  year.  The  drug  costs  up  to  $300,000  a  year  in 
severe  cases. 

The  Office  of  Technology  Assessment  recently  reported 
that  during  the  1980s,  pharmaceutical  companies  on 
average  earned  about  15  to  30  percent  more  profit  each 
year  than  needed  to  attract  adequate  investment  capital. 
All  large  industrialized  countries  except  the  United 
States  impose  some  regulations  on  drug  prices.  This 
results  in  U.S.  consumers  paying  more  for  drugs  than 
people  in  many  other  countries.  For  example,  the 
General  Accounting  Office  reported  in  1992  that  average 
prices  for  drugs  were  43  percent  higher  in  the  U.S.  than 
in  Canada. 

No  doubt,  prescription  drug  manufacturers  will  oppose  all 
efforts  to  step  up  the  scrutiny  of  prescription  drug  prices.  The 
time  has  come  to  put  the  interests  of  American  consumers  above  the 
profiteering  of  the  pharmaceutical  industry. 

We  look  forward  to  working  with  this  Committee  as  this 
important  debate  continues. 
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October  20,  1993 


The  Honorable  David  Pryor 

United  States  House  of  Representatives 

Washington,  D.C.  20510-0402 

Dear  Senator  Pryor: 

When  it  comes  to  regulating  prices  of  prescription  drugs,  the 
Administration's  draft  health  reform  plan  does  not  go  far  enough. 

The  Administration's  draft  health  care  plan  acknowledges  the 
importance  of  prescription  drugs  to  the  health  care  of  American 
consumers  by  including  prescription  drug  benefits  in  the  standard 
benefit  package  that  would  protect  all  Americans,  young  and  old. 
It  also  recognizes  the  need  to  rein  in  the  high  costs  of 
prescription  drugs  by  requiring  rebates  for  prescriptions  purchased 
through  Medicare  and  Medicaid,  by  encouraging  health  care  plans  to 
negotiate  lower  prices,  by  authorizing  the  National  Health  Board  to 
study  the  reasonableness  of  launch  prices  for  "breakthrough  drugs," 
and  by  calling  on  the  National  Health  Board  to  study  the  pricing  of 
prescription  drugs  when  there  is  evidence  that  they  might  be 
unreasonable . 

The  enclosed  article  "Do  We  Pay  Too  Much  for  Prescriptions?" 
in  the  October  issue  of  Consumer  Reports  provides  strong  evidence 
for  the  need  for  expanded  scrutiny  of  prescription  drug  pricing, 
and  for  regulation  that  goes  beyond  the  provisions  of  the  draft 
health  plan.  We  believe  that  it  is  too  late  for  voluntary  industry 
efforts  to  limit  price  increases  --  prescription  drug  prices  should 
be  rolled  back  and  then  subject  to  regulation  in  order  to  offer 
American  consumers  fair  prices  for  prescription  drugs. 

Key  facts  reported  in  the  article  are: 

Drug  prices  rose  faster  in  the  1980 's  than  health  care 
costs  overall.  Total  U.S.  pharmaceutical  sales  revenues 
more  than  tripled  during  this  decade,  even  though  the 
volume  of  drugs  sold  hardly  budged. 

During  1992,  the  pharmaceutical  industry  had  the  highest 
return  on  sales,  the  highest  return  on  assets,  and  the 
highest  return  on  stockholder  equity  of  any  industrial 
group  in  the  Fortune  500.  Its  11.5  percent  return  on 
sales  was  more  than  four  times  as  high  as  the  average  of 
all  Fortune  500  companies,  and  almost  twice  that  of  the 
second-most  profitable  industry. 

Washington  Office 
1666  Connecticut  Avenue,  Suite  310  •  Washington,  D.C.  20009-1039  •  (202)  462-6262 
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The  prescription  drug  industry  spends  about  30  to  50 
percent  more  selling  and  promoting  its  products  than  it 
does  inventing  and  testing  them. 

Billions  of  taxpayer  dollars  every  year  support 
government  research  that  pharmaceutical  companies  are 
then  allowed  to  use  for  their  profit  --  with  very  little 
payback  to  the  government  and,  until  very  recently,  no 
restraint  on  price.  For  example,  in  the  case  of  the  drug 
Ceredase  (an  enzyme  therapy  for  Gaucher' s  disease) 
National  Institute  of  Health  scientists  played  a  major 
role  in  the  development  of  the  drug  (e.g.,  NIH  discovered 
the  missing  enzyme,  figured  out  how  to  harvest  it  from 
human  placentas,  modified  it  chemically  to  treat  the 
disease,  and  gave  the  drugmaker--  Genzyme  --  $9  million 
to  spend  on  early  clinical  research) .  After  spending 
$29.4  million  of  its  own,  Genzyme  got  marketing  approval 
in  1991  and  went  on  to  sell  $37  million  worth  of  the  drug 
that  year.  The  drug  costs  up  to  $300,000  a  year  in 
severe  cases . 

The  Office  of  Technology  Assessment  recently  reported 
that  during  the  1980s,  pharmaceutical  companies  on 
average  earned  about  15  to  30  percent  more  profit  each 
year  than  needed  to  attract  adequate  investment  capital. 

All  large  industrialized  countries  except  the  U.S.  impose 
some  regulations  on  drug  prices.  This  results  in  U.S. 
consumers  paying  more  for  drugs  than  people  in  many  other 
countries.  For  example,  the  General  Accounting  Office 
reported  in  1992  that  average  prices  for  drugs  were  43 
percent  higher  in  the  U.S.  than  in  Canada. 

No  doubt,  prescription  drug  manufacturers  will  oppose  all 
efforts  to  step  up  the  scrutiny  of  prescription  drug  prices.  The 
time  has  come  to  put  the  interests  of  American  consumers  above  the 
profiteering  of  the  pharmaceutical  industry. 

We  look  forward  to  working  with  you  as  the  health  reform  plan 
works  its  way  through  the  legislative  process. 


^^^^..^t^r^a-^-^ 


Sincerely, 


Linda  Lipsen  Gail  Shearer 

Legislative  Director     Manager,  Policy  Analysis 
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DO  WE  PAY  TOO  MUCH 
FOR  PRESCraPHONS? 


Though  drug 

companies 

are  starting 

to  moderate 

their  prices, 

drugs  are  still 
too  costly — 

and  often  not 

covered  by 

insurance. 


enjamin  GagUani.  a  66- 
year-old  Alabama  wid- 
ower, gets  a  ride  every 
month  to  Doss  Drags  to 
pick  up  S340  worth  of  medicine.  He 
must  fill  eight  separate  prescriptions 
for  high  blood  pressure,  heart  dis- 
ease, respiratory  failure,  and  dia- 
betes. While  Medicare  covers  most  of 
the  cost  of  Gagliani's  doctor  visits,  it 
pays  nothing  for  prescriptions  filled 
outside  the  hospital — and  prescrip- 
tion drags  are  Gagliani's  biggest 
medical  expense  by  far. 

A  retired  bookkeeper.  Gagliani's 
only  income  is  his  S594  monthly 
Social  Security  check.  His  prescrip- 
tion costs  eat  up  more  than  half  of 
thaL  Because  of  his  high  medical 
bills,  a  state  program  picks  up  the 
rent  for  his  apartment  StiU.  he  often 
rans  short  of  money  for  food.  "I  get 
Meals  on  Wheels  once  a  day  five 
days  a  week,  and  the  rest  of  the  time 
1  just  tighten  my  belt"  he  says. 


Eve  Gileman.  a  South  Carolina 
university  professor,  has  been  bat- 
tling breast  cancer  for  the  past  year 
and  a  halt  Her  treatments  have 
involved  many  kinds  of  drag  therapy, 
including  intravenous  antibiotics  at 
home;  she  estimates  the  total  cost  of 
medication  has  been  S40,000  so  far. 
Her  Blue  Cross/Blue  Shield  policy 
has  covered  almost  all  of  it 

"Yesterday,  1  bought  tamoxifen, 
Ativan  Oorazepam),  needles,  saline 
solution,  and  heparin,"  she  said  re- 
cently. "My  dragstore  bill  was  S260. 
111  be  reimbursed  for  all  of  it  except 
for  about  SIO  for  some  ointment" 

These  two  patients  represent  the 
extremes  of  the  S65-biUion-a-year 
prescription<irag  marketplace.  Costly, 
iifesaving  drags  are  readily  available 
to  well-insured  patients  like  Eve  Cole- 
man, even  if  at  an  escalating  cost  to 
the  nation's  health-care  system,  while 
millions  of  others  are  left  behind  to 
pay  for  medicine  out  of  their  own 
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pocket  or  do  without  One-quarter  of 
those  under  63  and  half  of  those  over 
65  must  pay  for  prescription  drags 
on  their  own. 

Even  people  who  have  prescription 
coverage  still  pay  something  out  of 
pocket  through  copayments  and 
deductibles.  Overall  more  than  half 
the  nation's  outpatient  drag  bill  is 
paid  directiy  by  consumers. 

Whether  or  not  people  were  well 
insured  for  drag  costs  would  matter 
little  if  prescription  drags  were  easily 
affordable.  But  many  no  longer  are. 
Pharmaceutical  companies  raised 
prices  virtually  at  will  during  the 
1980s,  and  posted  profits  that  were 
twice  as  high  as  those  of  many  other 
industries.  No  wonder  President 
Clinton  chose  the  pharmaceutical 
industry  as  one  of  the  first  targets  of 
health-care  reform. 

CU  conducted  an  investigation  to 
determine  why  drag  prices  are  so 
high,  to  examine  possible  ways  to 
lower  prices,  and  to  leara  what  con- 
sumers can  safely  do  to  cut  their  own 
drag  bills.  Among  our  findings: 

G  Though  drag  companies  need 
to  eara  high  profits  to  attract  capital 
for  research  and  development  prof- 
its in  the  1980s  were  higher  than 
needed  for  that  purpose.  Those  ab- 
normally high  profits  came  largely 
from  continual  price  increases,  not 
from  growth  in  sales. 

G  Under  intense  political  and  mar- 
ket pressure,  drag  manufacturers 
have  finally  reined  in  their  average 
annual  price  increases.  But  well- 
insured  people  are  reaping  most  of 
the  benefit  prices  are  still  rising 
faster  than  inflation  for  those  who 
pay  for  drags  out  of  pocket 

n  By  living  in  tiie  only  industrial- 
ized country  that  makes  no  effort  to 
regulate  drag  prices,  U.S.  consumers 
are.  in  effect  subsidizing  much  of 
the  world's  pharmaceutical  industry. 
Higher  drag  prices  here  help  pay  for 
research  that  benefits  citizens  of 
other  countries  with  lower  prices. 

G  Consumers  also  subsidize  the 
industry  a  second  time  through  their 
tax  dollars.  Every  year  the  taxpayer- 
fiinded  National  Institutes  of  Health, 
the  worid's  largest  biomedical  re- 
search organization,  awards  private 
pharmaceutical  companies  exclusive 
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rights  to  commercialize  what  amounts 
to  hundreds  of  millions  of  dollars  of 
free  research.  One  would  think  the 
prices  of  the  products  produced 
through  Government  research  would 
reflect  the  public  investment  in  their 
development  Instead,  they  often 
carry  the  highest  price  tags  of  any 
drugs  being  brought  to  market 

Ara  prolits  too  high? 

Drug  manufacturers  were  able  to 
indulge  in  an  uninhibited  spree  of 
price  raising  during  the  1980s  be- 
cause prescription  drugs  are  not  sub- 
ject to  the  normal  restraints  of  com- 
petition. Many  enjoy  the  monopoly 
benefits  of  patent  protection.  And 
consumers,  who  pay  the  bill,  do  not 
make  the  decisions  about  what  to 
buy;  their  doctors  do.  So  the  main 
restraint  on  price  is  the  consumers 
ability  to  pay. 

During  the  1980s,  increasing  insur- 
ance coverage  removed  some  of  that 
last  restraint  Drug  prices  rose  faster 
than  health-care  costs  overall,  and 
much  faster  than  the  rate  of  general 
inflation.  Total  U.S.  pharmaceutical 
sales  revenues  more  than  tripled 
over  the  decade,  although  the  vol- 
ume of  drugs  sold  hardly  budged. 

Two  factors  converged  to  put  an 
end  to  this  pattern.  One  was  the 
growing  public  concern  over  the  con- 
tinuous escalation  of  health-care 
costs.  The  other  was  AZT. 

In  1987  AZT  became  the  first  anti- 
AIDS  drug  approved  in  the  U.S. 
Burroughs  Wellcome,  its  manufac- 
turer, deciding  to  test  what  the  traffic 
would  bear,  priced  AZT  at  S8000  to 
SlO.OOO  a  year.  Company  officials 
soon  found  themselves  before  a  Con- 
gressional committee  trying  to  ex- 
plain why  they  had  priced  the  drug 
so  high  in  the  midst  of  an  AIDS 
epidemic — and  after  the  Federal 
Government  had  taken  extraordinary 
steps  to  help  Burroughs  Wellcome 
get  the  drug  to  market  in  one-fifth 
the  usual  time.  The  public  soon  came 
to  see  that  the  pricing  of  AZT  was 
merely  an  extreme  example  of  the 
drug  industry's  willingness  to  charge 
very  high  prices  for  products  that 
are.  literally  for  their  users,  life's 
necessities. 

While  the  rate  of  price  increases 
has  slowed  under  public  pressure, 
the  cost  of  prescription  drugs  and 
the  profits  earned  by  pharmaceutical 
companies  remain  high.  Last  year, 
the  pharmaceutical  industry  had.  as 
usual,  the  highest  return  on  sales, 
the  highest  return  on  assets,  and  the 
highest  return  on  stockholder  equity 
of  any  industrial  group  in  the 
CONSUMER  REPORTS   OCTOBER 


Fortune  500.  Its  1 1.5  percent  renim 
on  sales  was  more  than  four  times  as 
high  as  the  average  of  all  Fortune 
500  companies — and  almost  twice 
that  of  the  second-most  profitable 
industry.  Eight  drug  companies  were 
among  the  25  companies  with  the 
biggest  absolute  profits. 

The  R&D  debate 

The  drug  industry  insists  that  its 
potential  for  high  profits  is  necessary 
to  attract  the  capital  needed  to  do 
research  and  development  on  new 
drugs.  Without  a  constant  stream  of 
new,  patentable  products,  brand- 
name  drug  companies  would  eventu- 
ally go  out  of  business.  The  industry 
points  to  that  basic  fact — and  to  the 
expense  of  research  and  develop 
ment — whenever  proposals  are 
made  to  restrict  its  freedom  to  raise 
prices  as  it  pleases.  Industry  spokes- 
people  also  routinely  warn  that  price 
controls  would  cripple  new  drug 
development  Behind  that  argument 
lies  a  veiled  threat  "If  you  won't  pay. 
we  won't  invent  new  drugs — and 
you  11  die." 

It  is  true  that  finding  and  develop- 
ing new  drugs  is  a  lot  harder  and 
riskier  than,  say,  designing  a  new 
breakfast  cereal.  The  drug  discovery 
process  involves  as  much  luck  as 
1993 


design.  The  vast  majority  of  com- 
pounds screened  for  medicinal  poten- 
tial never  even  make  it  to  human 
testing,  let  alone  to  market  And  drug 
products  have  to  get  past  the  U.S. 
Food  and  Drug  Administration's  re- 
views for  safety  and  efficacy  before 
they  can  be  sold. 

But  as  costly  as  R&D  is.  it  is  not 
the  most  expensive  part  of  marketing 
new  drugs.  By  most  informed  esti- 
mates, the  industry  spends  about 
30  to  50  percent  more  selling  and 
promoting  its  products  than  it  does 
inventing  and  testing  them.  Drug- 
makers  defend  these  expenditures 
as  "education,"  but  much  of  what 
passes  for  education  is,  in  reality, 
thinly  disguised  promotion.  (See 
"Pushing  Drugs  to  Doctors,  con- 
sumers REPORTS,"  February  1992.) 
Moreover,  while  drug  development 
is  inherentiy  costly  and  somewhat 
risky,  it's  not  nearly  as  much  of  a 
crapshoot  as  industry  spokespeople 
suggest 

The  riskiest  part  of  research  is  the 
earliest  stage,  when  compounds  are 
first  being  screened  for  their  useful- 
ness. The  large  drug  companies  like 
to  leave  this  risk  to  university  labora- 
tories and  small  startup  companies, 
then  come  in  and  buy  or  license  the 
most    promising    products.    They 
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Tax  Dollars  for  Drugmakers 
HOW  YOU  SUBSIDIZE  THE  DRUG  INDUSTRY 


Drug  manu&cturers  often  complain  that 
theirs  is  one  of  the  most  highly  regulated 
American  industries.  But  it's  also  on  the 
receiving  end  of  plenty  of  Federal  largess. 
Here  are  a  few  of  the  major  ways  taxpayer 
money  helps  subsidize  this  wealthy  and 
profitable  business. 

Itonurch;  An  ulnioit-fr—  rid* 

Historically,  the  Federal  Government 
has  footed  more  than  half  the  nation's 
annual  bill  for  health-related  research 
Often.  Federally  hinded  research  results  in 
useful  drugs.  Until  very  recently,  drug 
companies  were  able  to  use  that  taxpayer- 
funded  research  to  market  new  drugs  at 
unusually  high  prices. 

Three-quarters  of  Federal  research  sup- 
port comes  from  the  mighty  National  Insti- 
tutes of  Health  With  its  SlO-biUion  annual 
budget,  the  NIH  is  the  world's  largest 
biomedical  research  organization.  It  has  its 
own  distinguished  staff  of  scientists  and 
also  gives  away  billions  of  dollars  to  uni- 
versity researchers. 

Much  of  the  NIH's  work  deals  with 
the  development  of  drug  treatments  for 
devastating  diseases,  especially  cancer  and 
AIDS.  Typically,  the  Institute's  scientists 
screen  compounds  for  potential  activity 
against  the  target  disease.  Then  they  con- 
duct animal  tests  and  preliminary  human 
testing. 

If  a  compound  looks  promising  enough, 
the  NIH  invites  private  companies  to  bid 
for  the  right  to  bring  the  drug  to  market 
The  NIH  research  saves  drug  companies 
the  R&D  expenses  they  would  otherwise 
have  to  bear.  Yet  the  licensing  fees  that 
drug  companies  pay  to  the  NIH  represent 
only  a  fraction  of  the  value  of  the  research 
information  they  receive. 

Since  the  mid-1980s,  the  NIH  has  also 
negotiated  formal  research  and  developv 
ment  agreements  with  private  partners 
who  help  support  the  Institutes  research 
in  exchange  for  an  option  to  negotiate  an 
exclusive  license  for  any  commercial  prod- 
uct that  may  result  But  these  arrange- 
ments, too.  cost  companies  relatively  little 
for  a  huge  benefit 

All  this  would  be  fine  if  drug  companies 
that  benefited  from  Government  research 
passed  their  savings  on  by  selling  the 
resulting  products  at  a  reasonable  price. 
They  don't  Until  quite  recently,  the  NIH 
allowed  companies  to  charge  any  price 
they  wanted  for  drugs  Government  scien- 
tists had  discovered.  Predictably,  compa- 
nies in  the  last  few  years  released  several 
remarkably  expenshre  drugs  developed 


with  NIH  assistance.  Among  those  drugs: 

■  Ceredase  (alglucerase).  an  enzyme 
therapy  for  Gaucher's  disease.  Price:  up  to 
3300.000  a  year  for  severe  cases.  NIH 
scientists  discovered  the  missing  enzyme, 
figured  out  how  to  harvest  it  from  human 
placentas,  modified  it  chemically  to  treat 
the  disease,  and  gave  Genzyme,  the  drug's 
maker.  S9-miIlion  to  spend  on  early  clinical 
research.  After  spending  another  S29.4- 
million  of  its  own  money,  Genzyme  got 
FDA  marketing  approval  in  1991.  That 
year  it  sold  S37-million  worth  of  the  drug. 

■  Foscavir  (foscamet).  the  only  avail- 
able drug  to  treat  CMV  retinitis,  an  AIDS- 
related  disease  that  causes  blindness. 
Wholesale  price;  821,000  a  year.  Astra  Phar- 
maceuticals set  that  price  even  though  the 
Federal  Government  paid  millions  for  the 
drug's  clinical  development 

D  Ergamisol  flevamisole),  an  old  veteri- 


the  future  will  be  sold  at  a  fair  price.  But 
the  first  two  products  released  under  the 
new  policy  seem  expensive:  Taxol  (pacli- 
taxel),  a  cancer  drug,  costs  about  S6000  a 
treatinent  cycle,  and  Videx  (ddl).  an  AIDS 
drug,  costs  S1750  a  year.  NIH  officials  say 
these  drugs  are  cheaper  than  competitors 
but  concede  that  industry  secrecy  makes  it 
impossible  to  tell  how  profitable  the  drugs 
really  are.  In  addition,  some  companies 
have  said  they  won't  sign  agreements  with 
the  NW  unless  they  can  set  any  price  they 
want  for  the  resulting  products. 

UVImI  llMp  fOP   OtpbttKUr 

If  s  relatively  easy  to  make  money  on 
drugs  for  common  diseases  like  ulcers  or 
diabetes.  But  some  diseases  are  so  rare 
that  doing  business  as  usual,  a  company 
would  never  have  enough  customers  to 
repay  its  research  and  development 


Not  sh*«pbh  in  tiMir  pricing  Johnson  &  Johnson's  Ergamisol 
(levamisole),  left,  sells  for  $6  a  pill  wholesale.  The  same  drug 
sold  to  de-worm  sheep  (right)  costs  a  hundredth  as  mucU. 
milligram  for  milligram. 


nary  compound  recently  discovered  to  be 
an  effective  n^atment  for  colon  cancer. 
Price:  86  a  pill  for  people,  compared  to  6 
cents  for  the  same  amount  of  drug  admin- 
istered to  a  sheep.  Johnson  &  Johnson 
markets  the  drug:  the  research  on  its  anti- 
cancer effects  was  financed  by  the  NW. 

hi  cases  like  those,  the  companies  have 
said  their  high  prices  reflect  the  tens  of 
millions  of  dollars  they  spent  to  secure 
regulatory  approval  and  gear  up  manu^- 
tuiing  facilities.  But  since  the  companies 
won't  reveal  their  accounts  to  outsiders, 
there's  no  way  to  check  whether  those 
rationales  hold  up. 

Policymakers  believe  they  don't  and 
Congress  has  pressured  the  NIH  to  do 
something  to  prevent  consumers  iron\ 
being  charged  twice  for  their  drugs— once 
through  taxes  for  research  and  again 
through  high  list  prices.  In  response,  the 
NIH  recently  aimounced  it  intends  to 
make  sure  that  any  products  it  licenses  in 


That  at  least  was  the  premise  of  the 
Orphan  Drug  Act  enacted  in  1983.  The  law 
gives  drugmakers  incentives  to  make 
drugs  for  conditions  that  affect  fewer  than 
200,000  Americans.  These  include  re- 
search grants,  extra  FDA  help  ui  setting 
up  clinical  tests,  and — most  important — 
seven  years  of  exclusive  marketing  rights, 
regardless  of  when  the  patent  was  issued. 
The  seven-year  exclusreity  is  especially 
critical  for  biotechnology  products  that 
duplicate  natiirally  occurring  bodily  sub- 
stances and  thus  can't  be  patented. 

While  most  orphan  drugs  probably 
wouldn't  have  been  made  without  the  law's 
special  incentives,  for  a  few  "orphan"  prod- 
ucts the  act  has  been  more  like  a  Daddy 
Warbucks.  The  biotechnology  company 
Genentech.  for  instance,  sold  a  reported 
S185-milIion  worth  oiProlnpin  (hGH).  its 
form  of  human  growth  hormone,  in  1991. 
That  same  year  another  biotechnology 
company.  Amgen,  had  revenues  of  more 
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than  S40O-million  from  Epogen  (erythro- 
poeitin).  a  bone-marrow-stimulating  hor- 
mone approved  for  anemia  in  kidney  Ml- 
ure  patients. 

According  to  Abbey  Meyers — director 
of  the  National  Organizabon  for  Rare  Dis- 
orders, a  lobbying  group  of  patients  and 
their  tamilies  that  was  instrumental  in  the 
original  passage  of  the  act — companies 
can  get  rich  from  orphan  drugs  in  two 
ways.  The  first  is  to  charge  extremely 
high  prices  to  a  small  number  of  people, 
as  Genzyme  has  done  with  Ceredase. 

The  second  is  to  hope  physicians  will 
use  the  drug  for  purposes  that  it  was 
never  approved  for.  That's  been  the  case 
with  human  growth  hormone.  The  hor- 
mone is  approved  only  for  treating  chil- 
dren whose  pituitary  glands  don't  produce 
a  normal  supply  of  the  hormone.  But  once 
the  FDA  has  released  a  drug  to  market, 
doctors  can  prescribe  it  however  they  see 
6l  And  some  doctors  are  dispensing 
growth  hormone  to  retard  the  effects  of 
aging  or  to  boost  the  growth  of  genetically 
short  but  normal  children.  Doctors  are 
also  using  Epogen  to  treat  anemia  in 
patients  other  than  those  with  severe  kid- 
ney hihire. 

Ofliliora  and  ovotsmu  braoks 

To  encourage  economic  development  in 
Puerto  Rico,  the  U.S.  allows  American  cor- 
porations to  forgo  income-tax  payments 
on  the  money  they  earn  from  their  Puerto 
Rican  operations.  No  industry  has  taken 
advantage  of  this  law  as  enthusiastically  as 
the  pharmaceutical  industry. 

By  locating  factories  in  Puerto  Rico,  and 
transferring  profitable  "intangible"  assets 
such  as  patents  to  those  facilities,  drug 
manufacturers  have  been  able  to  avoid 
paying  a  healthy  proportion  of  the  taxes 
they  would  otherwise  owe.  According  to 
an  analysis  by  the  Congressional  Office  of 
Technology  Assessment,  in  1987  drug- 
makers  used  this  law  to  avoid  paying  $1.3- 
biQion  in  taxes — reducing  their  tax  liability 
by  about  a  third.  Pharmaceutical  compa- 
nies took  half  the  total  credits  claimed  by 
all  indusffies  under  this  law.  (The  new 
budget  law  trims  this  tax  break  back.) 

Pharmaceutical  companies  take  advan- 
tage of  several  other  tax  breaks.  The 
largest  totaling  $929-million  in  1987.  is  a 
foreign  tax  credit  on  overseas  operations: 
it  protects  companies  fix>m  paying  double 
taxes  on  international  profits.  Drug  com- 
panies also  get  smaller  credits  for  invest- 
ment in  research  and  experimentation,  for 
job  creation,  and  for  fuel  efficiency. 


have  people  out  there  watching,  talk- 
ing, finding  out  what  small  compa- 
nies are  up  to.  then  swooping  down 
with  their  lawyers  and  offering  them 
deals."  says  Michael  Pollard,  a 
Washington  lawyer  who  worked  for 
the  Pharmaceutical  Manufacturers 
Association,  the  industry's  vocal  and 
powerful  trade  group,  during  the 
1980s.  Many  large  companies  have 
also  set  up  formal  research-and- 
licensing  agreements  with  universi- 
ties, offering  research  money  in 
exchange  for  first  rights  to  any  dis- 
coveries with  commercial  potential. 
Pharmaceutical  companies  also 
rely  on  American  taxpayers  to  foot 
the  bill  for  some  of  the  basic  re- 
search that  leads  to  breakthrough 
drugs.  Billions  of  taxpayer  dollars 
every  year  support  Government 
research  that  pharmaceutical  com- 
panies are  then  allowed  to  use  for 
their  profit — with  very  little  payback 
to  the  Government  and.  until  very 
recently,  no  restraint  on  price. 

Early  this  year,  the  Congressional 
Office  of  Technology  Assessment 
published  the  most  complete  study 
of  pharmaceutical  profits  ever  imder- 
taken.  The  report  concluded  that,  as 
the  industiy  has  claimed,  it  does  cost 
a  lot  to  bring  a  new  drug  to  market — 
Sl94-million  after  taxes,  on  average, 
in  the  1980s.  The  OTA  also  agreed 
the  drug  industry  must  earn  higher 
profits  than  other  industiies  to  attract 
the  capital  investment  It  needs. 

But  after  agreeing  with  two  of  the 
industi7's  major  argtmients  in  favor 
of  high  prices,  the  OTA  noted  the  fol- 
lowing: During  the  1980s,  pharma- 
ceutical companies  on  average  earned 
roughly  15  to  30  percent  more  profit 
each  year  than  needed  to  attract  ade- 
quate investment  capital  Though  the 
OTA  was  not  studying  drug  prices 
per  se.  the  implication  was  clear 
Prices  could  come  down  without 
damaging  the  industry. 

Individual  companies  have  dis- 
puted some  portions  of  the  OTA 
report-  But  overall  the  industry  tac- 
itly accepts  it  by  arguing  that  the 
report  is  based  on  ancient  history.  In 
speeches  and  press  releases,  officials 
of  the  Pharmaceutical  Manufacturers 
Association  have  argued  that  the 
OTA  report  covered  the  anything- 
goes  1980s,  and  drug  prices  in  the 
subdued  1990s  are  reasonable.  But 
that's  hard  to  check,  since  the  prices 
at  which  drugs  sell  are  as  difficult  to 
estimate  as  their  production  costs. 

Hmv  priMS  «•  Mt 

Djug  manufacturers'  pricing  deci- 
take  place  within  the  frame- 
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work  of  U.S.  patent  law.  Drug  com- 
panies can  take  out  patents  on  "new 
chemical  entities."  giving  the  com- 
pany the  exclusive  right  to  market 
the  drug  for  17  years.  (In  practice, 
the  time  taken  by  testing  and  the 
regulatory  process  reduces  the  ef- 
fective patent  term  to  about  10  years 
for  most  drugs.)  The  object  of  the 
pricing  game  is  to  extract  as  much 
money  as  possible  fi'om  a  drug  be- 
fore it  loses  patent  protection. 

Pricing  stiategy  is  governed  not  by 
competition  or  by  research,  develop- 
ment, and  marketing  costs,  but  by 
the  price  buyers  would  otherwise 
have  to  pay  to  protect  their  health — 
or  their  lives.  Surgery  for  ulcers,  for 
instance,  might  cost  825,000.  There- 
fore, an  ulcer  drug  could  be  priced  at 
hundreds  of  dollars  a  year  and  still 
look  like  a  bargain,  given  the  alter- 
natives. At  least  that's  how  the^lrug 
companies  see  it 

Burroughs  Wellcome  used  this 
kind  of  reasoning  to  justify  its  high 
price  for  AZT.  When  the  company 
was  preparing  to  sell  the  drug  in  the 
mid-1980s,  its  research  placed  the 
cost  of  standard  AIDS  treatment  at 
S43.000  a  year,  versus  S8000  a  year 
for  ACT.  "Our  preliminary  research 
shows  this  drug  is  very  cost-effective, 
because  AIDS  is  a  costly  disease." 
the  company  s  president  told  a  trade 
magazine  in  the  midst  of  the  public 
uproar  over  AZTs  high  price. 

The  opportunity  for  profiteering  is 
greatest  with  those  rare  drugs  that 
are  the  only  treatments  for  otherwise 
fatal  conditions.  "If  it's  a  lifesaving 
drug,  you  can  charge  anything  you 
want"  says  Mickey  C.  Smith,  profes- 
sor of  pharmacy  administration  at 
the  University  of  Mississippi.  'TVhen 
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Out  of  proportion 
Between  1977 
and  1987,  ttie 
average  number 
of  prMcriptlons 
per  year  went  up 
6  percent  for 
people  under  65. 
The  price  they 
paid  tor  a  year's 
worth  of  pre- 
scriptions went 
up  221  percent 
during  the  same 
period  of  time. 


you  feel  the  competitioa  sniffing  at 
your  heels,  the  overwhelming  temp- 
tatioD  is  to  get  it  while  you  can." 

The  Genzyme  Corp.,  a  Cambridge, 
Mass..  biotechnology  firm,  recently 
pushed  the  pricing  envelope  to 
reconl  dimensions  in  setting  a  price 
for  Cmdase  (alglucerase).  the  first 
effective  treatment  for  a  rare,  inher- 
ited enzyme  deficiency  called  Gau- 
cher's  disease.  Ceredase  is  an  unusu- 
ally expenshre  drug  to  produce,  and 
an  even  more  expensive  drug  to  use. 
For  padents  needing  large  doses, 
Ctndase  could  cost  as  much  as 
S300.000  a  year— roughly  twice  the 
cost  of  producing  a  year's  supply, 
acconling  to  the  OTA  report. 

A<orioiis  nonutplon 

Unlike  Cendase.  the  vast  majority 
of  drugs  reaching  the  market  aren't 
innovative  treatments  for  previously 
untreatable  conditions.  Rather,  they 
are  "me  too"  drugs — newer  versions 
of  an  existing  class  of  drug.  These 
drugs  are  different  enough  from  the 
original  compounds  to  be  patentable 
but  not  meaningfully  different  in 
their  effect  on  the  body. 

Many  manufacturers  of  me-too 
drugs  compete,  as  you  would  expect 
by  offering  their  products  at  a 
slightly  lower  price  than  the  original 
drug.  Sometimes,  however,  the  copy- 
cat drugs  actually  cost  more  than 
their  predecessors.  Drug  companies 
try  to  persuade  doctors  that  the  new 
drugs  are  somehow  superior  to  the 
old — for  example,  that  they  cause 
fewer  side  effects.  Sometimes  the 
new  drug  is  sold  on  the  basis  of  a 
true  advantage;  sometimes,  it's  sold 
through  relentless  promotion. 


In  the  profitable  therapeutic  cate- 
gory of  antiuker  drugs,  for  instance, 
the  second  compound  to  reach  the 
market  Zantac,  was  heavily  promoted 
for  its  presumed  superiority  to  Togo- 
met,  the  original  antiuker  product 
The  salesmanship  worked.  Although 
there  was  little  evidence  that  Zantac 
was  better  than  Tagamet,  and  al- 
though Zantac  was  priced  higher,  it 
quickly  became  the  best-selling  anti- 
ulcer drug. 

Once  a  drug  loses  its  exdush'e 
patent  rights,  competition  begins  in 
earnest  as  manufacturers  produce 
generic  versions  of  the  original  Be- 
cause they  don't  have  to  shoulder 
the  huge  costs  of  research  and  devel- 
opment or  marketing,  generic  com- 
panies can  sell  compounds  iai  more 
cheaply  than  the  brand-name  equiva- 
lents— in  some  cases  near  the  actual 
cost  of  production. 

Some  brand-name  drug  companies 
respond  to  generic  competition,  logi- 
cally enough,  by  lowering  the  price 
of  their  product  But  others  do 
exactly  the  opposite:  Anticipating  a 
drop  in  sales,  they  increase  the  price 
of  the  drug  to  compensate.  Stephen 
Schondelmeyer,  a  University  of  Min- 
nesota professor  of  pharmaceutical 
economics,  studied  35  drugs  that  lost 
patent  protection  in  the  mid-1980s;  in 
the  first  six  years  after  patent  expira- 
tion, their  prices  increased  69  per- 
cent on  average.  Sue  years  after 
going  off  patent  the  original  brand- 
name  drugs — which  cost  much  more 
than  their  generic  equivalents — still 
held  62  percent  of  unit  sales  and  85 
percent  of  dollar  sales. 

Companies  can  get  away  with  this 
more  often  than  you'd  expect  mainly 
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because  doctors  may  be  reluctant  to 
switch  to  a  generic  prescription  that 
looks  different  from  a  ^miliar  brand- 
name  drug  and  comes  from  a  manu- 
facturer they've  never  heard  of. 
Brand-name  companies  often  run  ad- 
vertising campaigns  around  the  time 
the  patent  expires  stressing  the 
proven  O^ck  record  of  the  branded 
product  and  its  manufacturer. 

The  dominance  of  brand  names, 
however,  is  slowly  giving  way  to  the 
demands  for  cost  cutting.  Managed- 
care  organizations  have  strenuously 
promoted  the  use  of  generics;  many 
plans  require  members  to  pay  a 
larger  share  of  the  cost  of  brand- 
name  prescriptions  than  generic 
ones.  Today,  40  percent  of  prescrip- 
tions nationwide  are  filled  by  gener- 
ics, up  from  15  percent  in  1983. 

Bowing  to  the  inevitable,  brand- 
name  drug  companies  are  getting 
into  the  generics  business  them- 
sehfes.  either  buying  out  generic 
companies  or  setting  up  their  own 
generic-drug  manufacturing  facili- 
ties— in  some  cases  using  the  same 
raw  materials  and  production  lines 
used  to  make  the  brand-name  ver- 
sion. Industry  experts  say  brand- 
name  companies  now  control  about  a 
third  of  the  generic  market 

Discowrt  drvgs— 4or  sooM 

Over  the  past  decade,  several 
kinds  of  drug  purchasers — hospitals, 
health  maintenance  organizations, 
and  mail-order  pharmacies — have 
developed  enough  clout  to  force 
drug  manufacturers  to  give  them 
substantial  price  breaks  or  to  pres- 
sure doctors  to  prescribe  generically. 
Unlike  donors,  who  don't  have  to 
pay  for  the  drugs  they  prescribe  and 
may  not  even  know  what  a  drug 
costs,  these  buyers  care  about  the 
price  of  pharmaceuticals  because  it 
affects  their  own  bottom  line. 

All  three  types  of  buyer  rely  pri- 
marily on  two  techniques  to  reduce 
their  pharmaceutical  expenses:  for- 
mularies and  volume  discounts. 

Formularies  are  lists  of  approved 
drugs,  kept  by  hospitals  and  HMOs, 
which  doctors  in  the  organization  are 
either  required  or  sm)ngly  encour- 
aged to  prescribe.  Formularies  are 
nearly  universal  in  hospitals;  they  are 
also  common  in  HMOs  that  operate 
their  own  climes,  and  are  slowly 
spreading  to  other  kinds  of  managed- 
care  networks.  T>T)ically.  a  commit- 
tee of  pharmacists  and  doctors  puts 
together  the  formulary,  which  iih 
dudes  at  least  one  drug,  and  often 
several  in  every  therapeutic  cate- 
gory. The  committee  bases  its 
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choices  on  quality  and.  increasingly, 
on  the  drug  manufacturer  s  willing- 
ness to  offer  a  price  break. 

In  a  similar  way.  Medco  Contain- 
ment Services,  the  nation's  largest 
mail-order  pharmacy,  uses  a  formu- 
lary for  its  clients  and  bargains  with 
drug  companies  that  want  to  be  on 
the  list  "^ou  can  go  to  the  manufac- 
turers of  interchangeable  drugs  and 
basically  leverage  them  one  against 
the  other  for  inclusion  on  the  formu- 
lary," says  Terry  Latanich.  senior 
vice  president  of  Medco. 

The  approach  has  been  so  success- 
ful that  it  has  forced  a  major  holdout 
in  the  discount  wars  to  change  sides. 
Last  summer,  Merck — a  company 
that  long  refused  to  offer  discounts 
to  any  buyer — aimounced  that  it  was 
buying  Medco  for  $6-billion.  Merck 
reportedly  plans  to  co-opt  Medco's 
system,  using  the  company's  huge 
mailing  hst  to  try  to  persuade  physi- 
cians and  health-care  organizations 
to  use  Merck's  products. 

Volume  discounts,  long  enjoyed  by 
huge  retail  chains  buying  garden 
hoses  or  toaster  ovens,  have  come  to 
the  world  of  pharmaceutical  pricing. 
in  addition,  a  1990  Federal  law  man- 
dated discounts  on  drugs  sold  to  the 
Veterans  Administration  and  recipi- 
ents of  Medicaid,  the  Government 
program  for  low-income  people. 

As  the  rules  of  the  pricing  game 
have  changed,  there  have  been  some 
clear  losers:  the  traditional  retail 
pharmacies  and  the  consumers  who 
buy  from  them.  According  to  an  anal- 
ysis by  the  Boston  Consulting  Group 
done  lor  Pfizer,  retail  pharmacies 
were  the  only  group  still  paying  full 
manufacturers'  wholesale  prices  for 
drugs  in  1992.  Because  retailers  can't 
threaten  to  exclude  drugmakers 
from  a  formulary,  they  haven't  had 
the  clout  to  get  discounts. 

But  retail  drugstores  are  also 
under  pressure  from  managed-care 
organizations  that  don't  buy  drugs 
directly  themselves.  Those  organiza- 
tions demand  pharmacies  cut  prices 
for  their  patients — sometimes  tens  of 
thousands  of  consumers — or  lose 
their  business. 

¥nio  poys  mora 

Unable  to  buy  drugs  at  a  discount 
themselves,  but  forced  to  grant  dis- 
counts to  an  increasing  number  of 
their  customers,  retail  pharmacies 
have  reacted  by  ratcheting  up  the 
prices  they  charge  theu'  remaining 
customers. 

Karen  Schneider  of  Bethesda,  Md., 
discovered  this  inadvertently  when 
she  went  to  pick  up  a  prescription  at 
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a  drugstore  in  suburban  Maryland. 
The  store  computer  had  mixed  her 
up  with  another  customer  of  the 
same  name,  who  happened  to  belong 
to  a  local  HMO.  Schneider  learned 
that,  had  she  actually  belonged  to 
that  HMO.  her  prescription  would 
have  cost  $18— not  the  S28  she  paid 
as  a  cash  customer. 

Schneider,  at  least  has  a  health- 
insurance  plan  that  reimburses  all 
but  $3  of  what  she  spends  on  each 
prescription.  That's  not  tine  for  the 
groups  most  affected  by  high  retail 
prices:  elderly  people  who  do  not 
have  prescription-drug  coverage  to 
supplement  Medicare,  people  who 
have  health  insurance  that  doesn't 
include  prescriptions,  and  people 
who  have  no  health  insurance  at  all. 
Those  groups  pay  higher  prices  than 
anyone  else  for  prescription  drugs, 
yet  tend  to  be  less  well  off  than  the 
people  who  pay  less. 

High  retail  prices  weigh  especially 
heavily  on  older  Americans  because 
they  use  the  most  medication. 
People  over  65  make  up  12  percent 
of  the  population  but  buy  34  percent 
of  retail  prescription  drugs.  And  a 
1991  survey  by  the  American 
Association  of  Retired  Persons  found 
that  50  percent  of  respondents  65 
and  older  had  no  prescription-drug 
coverage  of  any  kind,  compared  to 
25  percent  of  younger  adults.  Thirty 
percent  of  respondents  over  65  said 
that  paying  for  prescriptions  was  a 
"major  problem." 

A  meaningless  pledge 

Under  pressiu-e  from  the  Ameri- 
can Association  of  Retired  Persons, 
from  other  consumer  groups,  and 
1993 


from  Congress,  the  pharmaceutical 
industry  has  recently  promised  to 
mend  its  ways.  But  one  of  the  big- 
gest promises  the  drug  companies 
have  made  has  already  turned  out  to 
be  an  empty  one. 

In  1991.  in  response  to  widespread 
public  criticism,  drug  companies  be- 
gan to  pledge  they'd  hold  their  aver- 
age price  increases  to  within  the  rate 
of  inflation.  So  far.  17  companies 
have  taken  the  pledge. 

A  shidy  done  for  Senator  David 
Pryor's  Special  Committee  on  Aging 
analyzed  the  prices  that  seven  of 
those  companies  charged  last  year. 
The  study  found  that  the  prices 
charged  to  retail  customers  in- 
creased much  faster  than  inflation, 
despite  the  companies'  pledge. 
Marion  Merrell  Dow's  prices,  for  in- 
stance, rose  an  average  of  11.2  per- 
cent in  1992.  compared  to  a  general 
inflation  of  only  1.5  percent  Pfizer, 
the  company  with  the  lowest  in- 
creases in  retail  prices,  raised  them  4 
percent 

Technically,  those  companies  had 
kept  to  their  pledge.  They  had 
pledged  only  to  hold  down  their  aver- 
age price,  and  they  did.  However, 
tiiat  average  includes  not  only  ordi- 
nary retail  customers,  who  saw  sharp 
price  increases,  but  also  all  those 
hospitals,  HMOs,  and  mail-order 
companies  getting  deep  discounts. 

Now.  two  of  the  more  financially 
stable  companies.  Merck  and  Smith- 
Mine  Beecham,  have  made  an  addi- 
tional price  pledge;  In  1993,  they  will 
not  raise  wholesale  prices  on  any 
individual  item  by  more  than  inflation 
plus  one  percent  That's  a  more 
meaningful    promise,    because    it 


Buyino  discoveries 
Though  drug  com- 
panies say  high 
prices  help  pay  tor 
laboratory  and 
clinical  research, 
between  1979  and 
1989,41  percent  of 
U.S.  firms'  new 
products  were 
licensed  from  out- 
side inventors. 
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means   they   can't   raise 
prices  for  retail  customers 
to  make  up  for  discounts 
granted  institutional  buy- 
ers. It  is,  of  course,  too 
soon  to  tell  whether  this 
promise  will  be  kept 

Even  if  drug  com- 
panies do  scale  back 
the  pace  of  their  price 
increases,  the  huge 
run-up  of  the  1980s 
has  given   them  a 
high  base  price  frtnn 
which     they     can 
work.  They  have 
not  reduced  their 
price,  they've  just 
reduced    the    rate 
of   increase,"    says 
Michael  Pollard,  the 
former  official  of  the 
Pharmaceutical  Manu- 
facturers   Association. 
And  even  this  modera- 
tion, he  thinks,  "is  large- 
ly If  not  totally  due  to  the 
fear  of  the  industry  that 
they're  going  to  get  socked 
with  price  regulation." 


Making  their  case 
Through  their  trade 
organization,  drug 
manulacturers  are 
mounting  a  $7- 
mllllon  campaign 
to  persuade  con- 
sumers  and  policy- 
makers that  they're 
not  a  profit-hungry 
drain  on  the  health- 
care system.  Ttiese 
magazine  ads,  all 
virith  the  tagllne 
"Saving  lives. 
Saving  Money,"  are 
part  of  the  effort. 
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For  Americans,  price  reg- 
ulation may  still  seem  like 
a  foreign  idea.  Literally,  it 
is.  AU  large  industrialized 
countries  except  the  U.S. 
impose  some  regulations 
on  drug  prices.  In  the 
United  Kingdom,  for  ex- 
ample,   a   government 
board  establishes  per- 
missible levels  of  profit 
for  pharmaceutical  com- 
panies and  sets  prices 
accordingly.  And   in 
Canada,    a    govern- 
ment  board    makes 
sure  prices  aren't  "excessive."  If 
the  drug  companies  don't  go  along, 
the  board  can  take  away  a  company's 
patent 

Because  governments  in  other 
industrialized  nations  control  drug 
prices  and  we  don't  Americans  pay 
more  for  drugs  than  people  in  many 
other  countries.  A  1992  General  Ac- 
counting Office  comparison  of  prices 
for  121  drugs,  for  Instance,  found  the 
average  prices  for  drugs  were  43  per- 
cent higher  in  the  U.S.  than  in  Can- 
ada. Americans  living  in  the  South- 
west routinely  drive  hundreds  of 
miles  to  Mexico  to  purchase  drugs  at 
a  fraction  of  U.S.  prices. 

In  a  widely  quoted  1991  survey, 
the  investment  firm  Lehman  Brothers 
International  compared  prices  of  23 


common  prescription  drugs  in  the 
U.S..  the  United  Kingdom.  West 
Germany,  Italy,  France,  and  Japan. 
Germany  most  often  had  the  highest 
price  for  a  given  drug.  But  U.S. 
prices  were  consistently  either  the 
first  second,  or  third  highest 

There's  some  other,  indirect  evi- 
dence that  prices  are  generally  higher 
here  dian  abroad — and  that  American 
consumers  are  indirectly  subsidizing 
pharmaceutical  sales  in  many  other 
countries.  Using  1985  figures,  the 
most  recent  complete  set  available. 
we  looked  at  the  pharmaceutical 
market  in  the  U.S.  and  the  23  other 
industrialized  nabons  that  belong 
to  the  Organization  for  Economic  Co- 
operation and  Development  Those 
figures  show  U.S.  consumers  spent 
almost  20  percent  more  on  prescrip- 
tion drugs  than  their  share  of  the 
OECD  population  would  predict 

Granted,  such  comparisons  are 
tiicky.  since  a  country's  total  phar- 
maceutical costs  can  be  affected  by 
international  differences  in  prescrib- 
ing patterns  and  many  other  factors 
besides  the  price  of  drugs.  But  in  the 
years  since  1985.  analysts  calculate, 
pharmaceutical  prices  have  risen 
more  rapidly  in  the  U.S.  than  in  other 
developed  nations.  So  the  interna- 
tional price  gap  is  probably  wider 
today  than  it  was  eight  years  ago. 


Like  real-estate  speculators  and 
Wall  Sti^eet  buyout  specialists,  phar- 
maceutical companies  overreached 
in  the  1980s.  Prices  rose  much  faster 
than  inflation,  and  profits  were  high- 
er than  they  needed  to  be  to  attract 
investment  capital  and  encourage 
research  and  development  The  cur- 
rent price  restraint  easily  put  in 
place  in  response  to  a  spate  of  bad 
publicity,  can  as  easily  disappear  the 
instant  the  political  spotlight  hims 
away  from  the  phannaceutical  Indus- 
try. And  in  any  case,  the  principal 
beneficiaries  of  these  restraints  are 
the  large  buying  organizations  least 
in  need  of  them. 

As  this  report  was  going  to  press, 
the  Clinton  Administration  had  not 
yet  released  the  details  of  its  health- 
care reform  proposal.  The  President 
has  indicated  that  he  is  in  favor  of  a 
system  of  "managed  competition" 
that  would  organize  Americans  into 
large  managed-care  groups  powerful 
enough  to  bargain  down  the  cost  of 
drugs  and  other  medical  goods  and 
services.  But  no  amount  of  bargain- 
ing power  can  bring  down  the  cost 
of  a  one-of-a-kind  innovator  drug. 
Imagine,  for  instance,  what  price 


people  would  be  willing  to  pay  for 
the  first  effective  treatment  for  Alz- 
heimer's disease. 

For  fair  pricing  of  innovative  drugs. 
CU  favors  the  creation  of  a  price 
review  board,  with  consumer  repre- 
sentation, that  would  have  access  to 
company  financial  and  production 
data  in  order  to  make  sure  the  iimo- 
vator  company  got  a  fair  but  not  usu- 
rious return  on  its  research  invest- 
ment The  cost-plus-profit  idea  is  not 
new  to  the  U.S.;  it  has  been  used  for 
years  to  set  prices  for  the  nation's 
public  utilities. 

Such  a  system  operates  success- 
fully to  control  drug  prices  in  Britain. 
There,  regulators  deliberately  re- 
ward innovative  drugs  with  hand- 
some profit  margins,  while  allowing 
much  lower  profits  lor  copycat 
drugs.  The  British  government  also 
limits  the  amount  companies  may 
spend  on  advertising  and  promotion. 
Far  from  stifling  new  drug  develop- 
ment the  British  system  has  pro- 
duced pharmaceutical  companies  that 
are  among  the  world  s  most  powerful 
and  innovative. 

A  price  regulatory  system  would 
be  compatible  not  only  with  man- 
aged competition  but  with  the  single- 
payer  health  system  that  CU  favors 
(see  "Health  Care  in  Crisis."  co^4- 
siftJER  REPORTS.  September  1992). 
Under  a  single-payer  system,  health 
care  for  all  Americans  would  be  pro- 
vided by  the  same  combination  of 
public  and  private  doaors.  hospitals, 
and  dirties  we  have  now,  but  paid  for 
by  a  single  entity  that  would  also  set 
medical  budgets  and  negotiate  prices. 
It  would  be  financed  by  taxes  in 
place  of  the  msurance  premiums 
now  paid  by  companies  and  individu- 
als, and  by  the  admirjstrauve  savings 
made  possible  when  a  single  payer 
replaces  the  hundreds  of  bureaucra- 
cies that  now  process  claims. 

The  fate  of  health-care  reform  re- 
mains highly  uncertain.  Lobbyists  for 
the  many  wealthy  and  powerful  seg- 
ments of  the  medical-indusoial  com- 
plex, including  the  pharmaceutical 
industry,  have  been  hard  at  work 
defending  their  turf  and  their  profits. 
One  likely  possibility  Is  that  at  least 
initially.  Medicare  recipients  will  be 
left  out  of  whatever  reformed  system 
emerges  from  the  process.  If  that's 
the  case.  CU  favors  including  drugs 
in  the  Medicare  benefit  package — 
with  appropriate  cost-control  incen- 
tives to  prevent  profiteering. 

Meanwhile,  consumers  who  pay 
for  their  medication  out  of  pocket 
can  take  steps  to  reduce  the  tab.  as 
we  show  on  the  following  pages.    ■ 
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Statement  of  the 

National  Wholesale 
Druggists'  Association 


Statement  of 


Ronald  J.  Streck,  President 
National  Wholesale  Druggists'  Association 


INTRODUCTION 

With  health  care  reform  a  national  concern,  the  government  is 
facing  the  difficult  challenge  of  expanding  access  to  high  quality  health 
care  services  at  an  affordable  price.   As  a  vital  link  in  the  delivery  of 
pharmaceutical  care  to  America's  consumers,  the  wholesale  drug 
distribution  industry  stands  ready  to  help  the  country  meet  those  goals. 

The  National  Wholesale  Druggists'  Association  (NWDA)  is  the 
national  trade  association  for  full-line,  full-service  drug  wholesalers. 
Our  members  operate  250  distribution  centers  across  the  country  that 
handle  more  than  98  percent  of  the  wholesale  sales  of  pharmaceutical 
products  nationwide. 

Today,  the  wholesale  drug  distribution  channel  is  unquestionably 
the  most  cost-effective,  efficient  and  safest   means  for  pharmaceutical 
manufacturers  to  deliver  product  to  market. 

Drug  wholesalers  distribute  almost  three-fourths  of  all 
prescription  drugs  in  the  United  States,  up  from  57  percent  in  1980. 
This  increasing  market  share  reflects  the  efficiencies  and  value-added 
services  that  wholesale  drug  distributors  offer  both  their  suppliers  and 
pharmacy  customers.  The  wholesale  drug  distribution  industry  has  a 
strong  record  of  innovation  and  efficiencies.   As  a  result,  our  industry 
has  saved  billions  of  dollars  in  the  health  care  marketplace  through 
lower  operating  costs. 

Operating  in  a  highly  competitive  marketplace,  wholesale 
distributors  have  passed  the  savings  from  lower  operating  costs  on  to 
our  customers.   Our  customers  constitute  the  entire  range  of  health  care 
facilities:  independent  retail  pharmacies;  chain  drug  stores  and 
warehouses;  hospital  pharmacies;  supermarkets  with  pharmacies;  clinics; 
HMO  and  managed  health  care  pharmacies;  nursing  homes;  physicians; 
mail  order;  mass  merchandisers'  pharmacies;  prisons;  and  state  and 
federal  institutions. 
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The  latter  category  —  government  institutions  —  is  rapidly 
increasing  as  a  customer  of  wholesale  drug  services.  Sectors  of  the 
federal  government,  with  the  Department  of  Veterans  Affairs  (DVA)  and 
the  Department  of  Defense  (DOD)  being  dramatic  examples,  have 
recognized  that  their  manufacturer-direct  purchasing  systems  are 
inefficient.   In  1990,  the  EXDD  evaluated  its  inventory  system  and 
recommended  increased  use  of  commercial  distribution  systems,  stating 
that  "increasingly  constrained  resources  and  facilities  are  unnecessarily 
tied  up  through  investment  in  material  and  warehousing  of  items  [that 
are]  available  through  commercial  distribution  systems."   A  December 
1991  report  from  the  General  Accounting  Office  further  recommended 
that  the  DOD  use  commercial  practices  to  achieve  greater  effidendes. 
We  are  pleased  to  note  that  both  the  EXDD  and  DVA  are  currently 
expanding  their  use  of  commerdal  wholesale  drug  distributors  and  this 
has  resulted  in  the  saving  of  millions  of  taxpayer  dollars  while  service 
heis  improved. 

THE  HEALTH  SECURITY  ACT 

The  goal  of  the  president's  plan  —  to  provide  health  care  security 
for  all  Americans  while  at  the  same  time  controlling  costs  -  is  a 
davmting  challenge.  To  make  this  goal  a  reality,  any  reform  effort  must 
be  careful  not  to  inadvertently  harm  the  public's  access  to  quality  health 
care,  both  now  and  in  the  future. 

Several  provisions  in  the  Health  Security  Act  raise  questions  in 
this  regard  and  are  discussed  below.  NWDA  believes  that  resolving 
these  issues  will  only  strengthen  the  proposal  and  thus  increase  the 
health  care  benefits  the  plan  offers  the  American  public. 

Prescription  Drug  Benefit 

The  inclusion  of  a  prescription  drug  benefit  is  a  long  overdue 
recognition  of  the  contribution  prescription  medication  makes  in  cost 
effectively  treating  illnesses.  This  benefit,  as  well  as  the  Medicare 
prescription  drug  benefit,  must  remain  as  one  of  the  cornerstones  of  any 
effident  health  care  system.  Yet  the  plan  falls  short  of  recognizing  the 
important  role  of  pharmacists  in  helping  to  ensure  that  both  the  patient 
and  the  health  care  system  receive  the  greatest  benefit  from 
pharmaceutical  therapy.  The  pharmacist,  working  in  conjunction  with 
the  health  care  team,  can  have  a  great  influence  in  managing  a  patient's 
course  of  drug  therapy  to  ensure  that  a  patient  complies  with  treatment 
instructions.  The  pharmacist  also  can  review  that  the  proper  medication 
is  prescribed  in  the  proper  dosage  for  a  given  patient  and  that  treatment 
is  compatible  with  other  medications  a  patient  may  be  taking.  This 
coordinated  care  addresses  both  the  quality  of  health  care  treatment  and 
cost  effidency.  If  pharmaceutical  services  are  not  covered  as  part  of  the 
prescription  drug  benefit,  the  administration  plan  will  shortchange  the 
public  of  pharmacists'  important  contribution  to  effective  and 
cost-effident  treatment.  Total  pharmaceutical  care  should  be  induded  in 
the  prescription  drug  benefit  provision. 


250 


Fairness  in  Pricing 

NWDA  is  in  agreement  with  the  provisions  contained  in  the 
"Agreement  to  Give  Equal  Access  to  Discounts"  section  of  the  Act.  We 
have  had  a  long-standing  policy  that  the  pricing  and  promotion  of 
products  should  be  based  on  a  true  functional  difference  among 
customers,  not  an  artificial  class  of  trade.  While  a  manufacturer,  in 
fashioning  pricing  and  discount  programs,  must  be  allowed  to  consider 
how  a  customer  performs  in  a  marketplace  and  not  just  volume,  the 
manufacturer's  policies  and  procedures  must  ensure  that  all  customers 
are  treated  fairly  and  equitably.  Such  a  policy  allows  greater 
competition  by  affording  all  purchasers  the  opportunity  to  compete 
through  efficiencies  and  value-added  services  to  assure  that  the  highest 
quality  and  lowest  prices  are  available  to  all  consumers  under  health 
care  reform.  The  Supreme  Court  ruling  in  Texaco  vs.  Hasbrouck  supports 
this  recognition  of  the  value  of  marketing  services  in  price  discounts. 
Under  this  policy,  customers  —  including  government  programs  — 
should  not  request  —  or  legislate  —  special  prices,  allowances  or 
services  that  do  not  meet  the  test  of  reasonable  reimbursement  for  the 
value  of  marketing  functions  to  manufacturers.  To  make  the  health  care 
system  equitable  for  all  involved,  pricing  decisions  must  be  made  in  the 
marketplace  based  on  true  functional  differences. 

Global  Budgets 

We  would  oppose  the  imposition  of  a  global  budget.  Global 
budgets  place  artificial  controls  on  the  marketplace,  and  thus  are  not 
compatible  with  the  functioning  of  a  competitive  marketplace  and  access 
to  health  care  for  patients.  True  competition  drives  down  prices,  while 
global  budgets  distort  markets  and  spending.  The  benefits  of  a  highly 
competitive  marketplace  can  readily  be  seen  in  the  wholesale  drug 
industry.  Here  competition  has  forced  wholesalers  to  operate  more 
efficiently,  resulting  in  ever  decreasing  margins  —  they  have  fallen  from 
14.4  percent  in  1970  to  6.5  percent  in  1992.  This  reduction  has  saved  the 
marketplace  billions  of  dollars  over  the  past  two  decades.  To  remain 
competitive,  drug  wholesalers  traditionally  have  passed  these  savings 
through  to  their  customers.  The  bottom  line  for  the  industry,  after  taxes, 
is  a  razor-thin  profit  margin  of  just  over  one  percent.  The  wholesale 
drug  industry  is  a  perfect  example  of  why  the  public  needs  and 
deserves  a  free  marketplace  where  health  care  plans  can  compete,  not  a 
preset  spending  limit  and  thus  the  potential  for  health  care  rationing. 

Cost  of  Regulation 

With  the  plan  providing  a  pharmaceutical  benefit,  there  has  been 
much  speculation  that  the  pharmaceutical  industry  will  realize  a  huge 
profit  windfall.  This  is  not  a  safe  assumption,  and  all  parties  must 
proceed  cautiously  in  assessing  the  impact  of  higher  demand  on  the 
pharmaceutical  industry.  The  wholesale  drug  industry  is  studying  the 
potential  effects  within  its  own  operations,  and  already  has  identified 
that  the  increased  capital  investments  and  other  expenses  needed  to 
meet  the  higher  volume,  coupled  with  the  continuing  price  pressure, 
actually  could  further  depress  wholesale  drug  distributors'  narrow 
operating  margins. 
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Further,  the  wholesale  drug  industry  is  highly  regulated  on  both 
the  federal  and  state  levels  through  the  Prescription  Drug  Marketing  Act 
and  the  requirements  of  the  Drug  Enforcement  Administration, 
Occupational  Safety  and  Health  Administration,  Environmental 
Protection  Agency  and  others.  However  important  these  regulations 
may  be,  they  all  increase  the  cost  of  doing  business.  If  spending  caps 
were  placed  on  "cost,"  the  restriction  should  include  the  costs  of 
increased  regulation.  The  administration  has  comnxitted  itself  to 
reinventing  government  by  eliminating  costly  and  useless  bureaucracy 
that  impedes  the  government,  the  indiistries  affected  and  the  greater 
public  good.  As  the  health  care  plan  is  implemented,  the  administration 
must  take  care  to  erxsure  that  the  true  effects  of  the  program  are 
recognized  and  accounted  for  so  industries  are  not  unfairly  burdened, 
thus  hindering  service  and  benefits  to  the  public. 


Medicare  Rebate 

While  the  administration  stresses  that  it  wants  an  equitable  health 
care  system  where  everyone  pays  their  fair  share,  its  prop)osal  for  a 
Medicare  rebate  is  cost-shifting  in  a  most  dramatic  form.  Separating 
government  programs  from  the  private  health  care  market  runs  counter 
to  the  goal  of  using  managed  competition  to  drive  down  prices.  Instead, 
the  government  is  creating  an  artificially  controlled  system  that  has  no 
incentive  to  increase  efficiency  and  effectiveness.   It  simply  relies  on  a 
mandated  rebate  from  manufacturers  to  lower  costs.  It  is  unfair  to  ask 
the  private  sector  to  compete  with  such  a  system  when  manufacturers 
are  forced  to  turn  to  the  private  sector  to  make  up  the  difference.  In  the 
long  term,  government  programs  will  most  likely  become  more  efficient 
and  provide  better  quality  care  if  they  comjjete  equally  with  private 
programs.  Just  in  the  wholesaling  end  alone,  we  already  have  seen  the 
government  reaching  out  to  private  sector  drug  wholesalers  to  take 
advantage  of  the  distribution  effidendes  resulting  from  our  highly 
competitive  industry.  Certainly  there  is  much  more  room  for 
improvement  in  other  aspects  of  the  government  health  care  system. 
Mandated  rebates  and  other  provisions  that  create  artifidal  controls 
simply  impede  the  administration's  stated  goal  of  improving  effidency 
and  quality  in  health  care  through  the  competitive  marketplace. 

Freedom  of  Choice 

The  right  of  patients  to  choose  their  own  health  care  providers  is 
a  basic  tenet  in  the  administration's  plan.  This  right  must  indude  the 
freedom  to  choose  their  own  pharmacy  providers.  In  order  to  offer 
meaningful  choice,  all  pharmacy  providers  should  have  equal  access  to 
partidpate  in  health  care  plans.  Community  pharmades  offer  an 
important  link  to  the  public  in  the  health  care  delivery  system.  With  the 
exf)€cted  increase  in  demand  for  pharmaceutical  services  due  to  the 
prescription  drug  benefit,  it  is  essential  that  the  plan  take  steps  to  make 
access  to  prescription  medication  and  quality  pharmaceutical  care  as 
readily  available  as  possible. 
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Negative  Formularies 

Under  the  President's  proposal,  the  Secretary  of  Health  and 
Human  Services  would  have  the  power  to  prevent  a  drug  from  being 
covered  by  Medicare  if  the  Secretary  deems  that  the  drug  has  been 
excessively  or  inappropriately  priced  and  the  manufacturer  has  not 
offered  a  sufficient  discount.  Such  powers  are  counterproductive  to  the 
free  market  system  and  the  long-term  health  of  the  American  public 
Furthermore,  while  a  new  innovative  breakthrough  drug  may  be 
relatively  expensive  in  the  short-term,  over  the  long-term  it  may  prove 
to  be  the  most  cost-effective  alternative. 

While  negative  formularies  are  used  in  the  private  sector, 
competition  creates  checks  and  balances  that  help  to  ensure  that  patients 
have  access  to  the  drugs  that  best  suit  their  individual  needs.  This 
system  of  checks  and  balances  will  be  enhanced  under  health  care 
reform  if  patients  have  the  freedom  to  choose  the  plan  that  they  want  to 
join.  In  publicly  funded  programs  most  patients  do  not  have  the  option 
to  choose.  Instead,  these  government-covered  patients  could  be  denied 
the  benefits  of  —  or  forced  to  pay  out-of-pocket  for  —  drugs  that 
patients  in  the  private  system  have  coverage  for.  Thus,  negative 
formularies  in  the  government  sector  perpetuate  a  two-tiered  system  of 
health  care  and  possibly  even  substandard  care  for  some  patients. 

In  addition,  the  threat  of  being  barred  from  a  system  that  covers 
nearly  60  percent  of  the  population  most  likely  Vidll  inhibit  the  research 
and  development  of  drugs  that  address  the  more  complex  and 
devastating  diseases  of  our  time,  such  as  AIDS,  Alzheimer's  and  cancer. 
Research  into  these  diseases  is  costly  and  difficult;  the  potential  for  great 
benefit  is  matched  by  great  risk.  Innovative  work,  especially  in  small 
biotechnology  companies,  may  be  lost  or  delayed  if  access  to  a 
significant  portion  of  the  marketplace  could  potentially  be  blocked, 
particularly  if  cost  becomes  the  overriding  determinant.  This  Medicare 
provision,  as  well  as  the  establishment  of  a  breakthrough  drug 
committee  to  review  the  prices  of  new,  innovative  drugs,  amounts  to  de 
facto  price  regulation.  Moreover,  these  new  powers  represent  another 
bureaucratic  layer  that  could  impede  the  flow  of  new  drugs,  thereby 
ultimately  harming  the  public's  health.  In  today's  competitive 
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environment,  the  marketplace  is  best  equipped  to  determine  equitable 
prices,  not  the  government. 

The  Role  of  Health  Alliances 

The  regional  health  alliances  called  for  in  the  plan  can  be  effective 
vehicles  for  pooling  resources  and  ensuring  that  individuals  and  small 
businesses  have  access  to  health  coverage  at  a  reasonable  cost.  By  acting 
as  an  information  service,  the  alliances  can  keep  consumers  informed  of 
their  alternatives  and  the  performance  of  individual  plans.  It  would  be  a 
mistake,  however,  to  involve  the  alliances  in  determining  contracts  to 
purchase  the  basic  services  required  by  the  federal  government.  These 
business  decisions  are  best  made  by  the  accountable  plans  as  they  strive 
to  compete  in  a  free  market. 

CONCLUSION 

An  efficient  and  cost-effective  system  for  delivering 
pharmaceutical  products  and  care  —  from  the  discovery  of  the  drug  in 
the  research  center  through  the  warehouse  until  the  patient  is  declared 
well  —  is  in  place  today.   At  just  7  percent  of  the  nation's  health  care 
expenditures,  pharmaceuticals  and  related  health  care  products  —  when 
utilized  in  the  proper  manner  and  under  the  appropriate  suf)ervision  — 
are  among  the  most  cost-effective  methods  of  health  care  available. 
Under  the  current  health  care  system,  however,  pharmaceutical  care  is 
imderutilized  to  the  detriment  of  both  the  patient  and  the  system. 

Wholesale  drug  distributors  offer  dramatic  proof  that  it  is 
possible  to  reduce  costs  while  increasing  quality  service.   Wholesale 
drug  distributors  have  made  and  will  continue  to  make  a  significant 
contribution  to  reducing  the  bottom  line  on  health  care  expenditures. 
We  welcome  the  opportunity  to  work  vvdth  this  committee.  Congress 
and  the  administration  as  we  all  strive  to  ensure  that  the  American 
public  receives  both  the  best  and  the  most  cost-effective  health  care. 


254 


Statement  of 


Douglas  G.  Watson 
President,  Ciba  Pharmaceuticals 


Introdnctioii 

Mr.  Chairman  and  members  of  the  Committee,  thank  you  for  the  opportunity  to 
submit  this  written  testimony  concerning  the  impact  of  market  forces  and  market 
competition  on  the  pharmaceutical  industry  under  a  reformed  health  care  system.  As 
President  of  the  Pharmaceuticals  Division  of  Ciba-Geigy  Corporation  (Ciba),  I  would 
like  to  provide  you  with  my  perspective  on  these  issues. 

Ciba  is  a  diversified  chemical  company  engaged  principally  in  the  discovery, 
development,  manufacture  and  marketing  of  pharmaceuticals,  specialty  chemicals  and 
agricultural  products.  With  approximately  17,500  employees  throughout  the  United 
States,  we  provide  goods  and  services  to  our  partners  in  the  health  care,  agriculture  and 
manufacturing  industries.  The  Pharmaceuticals  Division,  with  5,350  employees,  is 
Ciba's  largest  business  group.  Our  products  help  patients  who  are  suffering  from 
diseases  such  as  hypertension,  arthritis,  epilepsy,  depression,  and  cancer.  We  are 
committed  to  investment  in  research  and  development  to  secure  our  long-term  future. 

Health  Caie  Reform  and  the  Changing  Pharmaceutical  Marketplace 

President  Clinton  has  focused  the  country's  attention  on  the  need  for 
comprehensive  reform  to  address  the  primary  threat  to  the  health  care  system,  the 
unsustainable  growth  in  health  care  expenditures.  Ciba  supports  the  President's 
objectives  to  increase  access  and  extend  security  to  all  Americans  within  an  efficient 
and  cost-effective  medical  care  system.  We  also  share  President  Clinton's  belief  that  the 
"savings"  from  this  plan  should  come  not  from  "using  government  to  set  health  care 
prices,"  but  rather  from  marketplace  competition. 

Many  of  the  systemic  changes  advocated  by  President  Clinton  have  already 
become  factors  affecting  the  pharmaceutical  marketplace  for  a  number  of  years  and 
have  already  constrained  prescription  drug  prices.  I  believe  that  comprehensive  health 
care  reform  will  serve  to  accelerate  the  considerable  pressure  already  being  placed  on 
pharmaceutical  manufacturers'  prices.  For  example,  according  to  data  released  by  the 
Bureau  of  Labor  Statistics  (BLS),  in  1990  the  industry's  price  increases  were  9.9  percent; 
by  1992,  they  were  5.7  percent  The  BLS  estimate  for  1993  price  increases  is  only  3.8 
percent  Clearly,  the  industry's  voluntary  restraints,  coupled  with  market  forces,  have 
resulted  in  meaningful  constraints  on  price  increases. 

Ciba,  like  other  pharmaceutical  manufacturers,  now  faces  an  increasingly  price 
sensitive  environment  requiring  new  approaches  and  new  attitudes  towards  pricing. 
We  are  responding  to  this  challenge  with,  among  other  steps,  lower  price  increases  on 
existing  products  and  lower  introductory  prices  on  new  pharmaceuticals  relative  to 
market  leaders. 

Based  on  competitive  pressures,  volume  and  other  important  factors,  Ciba 
provides  significant  discounts  and  rebates  to  health  maintenance  organizations,  nursing 
homes,  and  hospitals,  as  well  as  to  federal  and  state  entities  such  as  the  Veterans 
Administration,  the  Department  of  Defense,  Public  Health  Service  clinics  and  tmder 
Medicaid.  As  you  know,  these  discounts  and  rebates  result  in  realized  (i.e.,  net)  prices 
to  Ciba  significantly  less  than  the  "list"  prices  often  quoted  in  Congressional  reports  and 
hearings,  and  in  turn,  captured  in  the  CPL 
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One  of  the  criticisms  often  directed  at  the  industry  is  that  discounts  to  large 
purchasers  fail  to  address  the  needs  of  those  Americans,  particularly  the  elderly,  who 
purchase  their  medicines  at  retail  pharmacies.  The  reality  of  the  marketplace,  however, 
is  that  consumers  are  increasingly  realizing  lower  prices  at  the  retail  level.  According 
to  the  Boston  Consulting  Group,  prices  for  new  products  approved  and  launched 
during  1991-1992  were  on  average  14  percent  lower  than  the  leading  product  in  the 
same  therapeutic  category.  Our  own  product,  Lotensin®,  an  ACE  inhibitor,  was 
launched  at  a  10-44  percent  discount  from  leading  ACE  inhibitors,  and  with  a  Lifetime 
Price  Guarantee  program  for  consumers. 

In  the  face  of  these  new  market  realities,  I  beUeve  it  is  essential  that  President 
Clinton  include  the  Medicare  program  in  his  health  care  reform  proposal.  It  is  the 
optimal  way  to  achieve  two  objectives:  (1)  generate  meaningful  health  care  savings;  and 
(2)  ensure  the  reduction  in  retail  prices  for  health  services,  including  pharmaceuticals, 
paid  for  by  older  Americans.  The  dynamics  of  Medicare  and  Medicaid  spending 
requires  close  attention.   Public  spending  on  these  two  programs  since  their  inception 
have  grown  even  more  rapidly  than  personal  health  care  spending  as  a  whole. 


Table  1:  Real  Spending  Growth,  1%7  - 1990  (Per  Annum) 


Medicare 

Medicaid 
(state  and  federal) 

Persona]  Health 
care  spending 

1%7  - 1990 

8.1% 

8.4% 

5.5% 

(J.  Newhouse,  Health  Affairs,  Supplement  1993,  p. 154) 

While  the  President  has  included  the  Medicaid  program  in  his  reform  proposal, 
overlooking  the  Medicare  program  could  have  dire  consequences  for  achieving  real, 
system  wide  reform. 

Health  Care  Reform  and  the  Development  of  Breakthrough  Medicines 

With  respect  to  breakthrough  medicines,  I  would  suggest  to  the  Committee  that 
technology  is  not  the  enemy.  Furthermore,  capping  the  price  and  controlling  utilization 
of  one  component  of  the  overall  health  care  equation  will  ultimately  be 
counterproductive.  It  is  important  to  realize  that  pharmaceuticals  represent  the  best 
chance  to  find  dramatically  more  effective  and  lower-cost  solutions  to  today's  most 
serious  and  most  expensive  diseases.  The  pharmaceutical  industry  provides  the  hope 
for  real  progress  in  the  treatment  of  intractable  diseases  that  carry  huge  societal  costs, 
including:  osteoporosis,  depression,  cancer,  Alzheimer's  Disease,  schizophrenia,  and 
AIDS.  Reform  must  encourage  the  discovery  of  new  medicines  as  the  best  way  to 
maintain  and  improve  the  quality  and  cost-effectiveness  of  health  care. 

Pharmaceutical  companies  are  currently  facing  a  difficult  business  environment 
It  is  characterized  by  increasing  costs  to  develop  pharmaceuticals,  an  increasing 
dependence  on  a  few  successful  products  to  finance  the  entire  business,  and  an 
increasingly  powerful  collection  of  purchasers  demanding  deeper  discounts  as  a 
prerequisite  of  utilization.  These  new  market  realities  are  drastically  reducing 
profitability  and  forcing  companies  to  critically  review  the  portfolio  of  research  projects 
in  which  they  are  investing.  If  a  company  is  not  reasonably  confident  that  it  can  receive 
fair  value  for  high  risk  projects,  particularly  those  aimed  toward  diseases  with  small 
patient  populations,  it  may  no  longer  continue  to  pursue  them. 

In  1993,  Ciba  began  implementing  a  new  strategic  plan  that  will  improve  our 
global  efficiency,  and  thereby  improve  our  business  competitiveness.  It  will  involve 
the  review  of  all  existing  research  projects  and  collaborations  with  the  understanding 
that  our  available  resources  are  tightly  constrained  in  the  current  business 
environment  As  a  result  we  have  already  begun  to  terminate  research  projects  which 
are  not  reasonably  expected  to  provide  an  adequate  return  on  the  enormous 
investments  required  to  bring  a  new  therapy  to  market 

The  Future  of  the  Industry 

Historically,  the  pharmaceutical  industry  has  been  highly  competitive,  with 
diverse  channels  of  distribution.  The  share  of  total  U.S.  sales  held  by  the  20  largest 
firms  accounts  for  75  percent  of  industry  sales.  In  fact  none  of  the  major  companies 
holds  more  than  a  7.5  percent  share  of  the  market  However,  the  structure  of  the 
pharmaceutical  marketplace  is  being  altered  significantly  by  the  explosion  of  managed 
care  systems  and  pharmaceutical  t>enefit  management  entities.  Their  increasing  control 
over  prescription  drug  benefits,  along  with  the  growing  concentration  of  purchasers 
using  cost  containment  tools,  have  been  major  forces  reshaping  our  marketplace. 
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Pharmaceutical  manufacturers  have  responded  to  the  new  market  realities 
through  a  variety  of  measures.  The  recent  spate  of  mergers  and  acquisitions  is  not  so 
much  the  result  of  entrepreneurial  spirit  as  it  is  a  response  to  a  tremendously  uncertain 
business  environment  They  are  occurring  in  response  to  the  increasing  costs  and  risks 
associated  with  pharmaceutical  development  Pharmaceutical  companies  have  also 
entered  into  cost  reduction  programs  that  have  emphasized  job  reductions.  Price 
Waterhouse  recently  reported  that  30,250  jobs  have  been  lost  from  this  industry  over 
the  last  2  years.  This  past  spring,  Ciba  reduced  its  workforce  by  over  700  employees, 
representing  nearly  15  percent  of  our  United  States  pharmaceutical  workforce.  Two- 
thirds  of  this  reduction  occurred  in  sales  and  marketing,  one  quarter  in  research  and 
development  with  the  remainder  from  other  areas  of  activities.  The  decision  to  cut 
back  on  research  and  development  was  a  painful  one,  however,  given  the  uncertainties 
facing  our  business,  it  was  the  appropriate  strategy  for  our  company. 

It  cannot  go  unobserved  that  Congressional  legislation  has  contributed  greatly  to 
the  changing  pharmaceutical  marketplace.  In  the  past  nine  years,  the  Congress  has 
enacted  a  number  of  new  laws  that  have  helped  shape  the  pharmaceutical  marketplace. 
Passage  of  the  Drug  Price  Competition  and  Patent  Term  Restoration  Act  in  1984,  for 
example,  has  allowed  generics  faster  entry  into  the  marketplace.  From  1992-1995,  over 
$13  bilhon  in  brand  name  pharmaceuticals  will  come  off  patent;  two  of  Ciba's  major 
products  will  also  come  off  patent  or  lose  exclusivity  during  this  time  period. 

Enactment  of  the  Omnibus  Budget  ReconciUation  Act  (OBRA)  of  1990  also 
produced  profound  changes  in  our  business.  Ciba  anticipates  paying  Medicaid  and 
state  elderly  pharmaceutical  assistance  programs  in  excess  of  $130  million  in  rebates 
from  1991-1993.  OBRA  '93  will  result  not  only  in  the  eUmination  of  the  six  month 
window  for  new  products,  but  more  importantly,  in  an  increased  number  of  states 
adopting  formularies  and  placing  restrictions  on  products  used  to  treat  patients  in  state 
funded  programs.  OBRA  '93,  as  you  know,  also  resulted  in  a  significant  reduction  of 
Section  936  tax  credits. 

Price  Waterhouse  has  estimated  that  the  total  financial  impact  these  new  pieces 
of  legislation,  including  the  Prescription  Drug  User  Fee  Act  of  1992,  will  add  nearly 
$14.5  billion  of  new  costs  to  the  pharmaceutical  industry  over  the  next  five  years. 
Furthermore,  mandating  additional  rebates  to  the  government  as  a  condition  for 
participating  in  the  Medicare  program  is  particularly  onerous  and  will  likely  lead  to 
further  expense  reduction  measures  affecting  people  and  our  investment  in  research 
and  development 

These  major  market  and  legislative  changes  have  had  a  sigiuficant  impact  on 
Ciba's  business  operations.  As  you  might  expect  constraints  on  pricing  flexibility 
coupled  with  an  anticipated  loss  in  revenue  from  generic  competition  and  increased 
Medicaid  rebates  all  have  combined  to  put  enormous  pressure  on  our  business.  For  the 
first  time  in  many  years,  Ciba  is  not  able  to  increase  its  spending  on  research  and 
development  despite  our  continued  commitment  to  innovation.  At  the  same  time,  we 
have  significantly  decreased  our  spending  on  promotional  activities. 

In  summary,  the  environment  for  researching,  developing,  manufacturing  and 
marketing  pharmaceuticals  will  continue  to  change  in  the  1990s.  We  believe  that  health 
care  reform  will  accelerate  the  trends  that  have  already  been  at  work.  Qearly, 
pharmaceuticals  have  contributed  greatly  to  the  improvement  in  people's  health  and 
well-being,  and  the  U.S.  industry  is  among  the  most  successful  in  growth  and 
international  competitiveness. 

Finally,  we  have  an  historic  opportunity  to  implement  comprehensive  health 
system  reforms  that  are  based  on  the  fundamental  concepts  of  the  free  market 
Congress  should  look  past  short-term  solutions,  like  price  controls  and  expanded  rebate 
programs.  These  actions  are  likely  to  cause  market  distortions  that  will  inhibit  real 
reform.  I  hope  the  Congress  will  come  to  accept  the  pharmaceutical  industry  as  part  of 
the  solution  and  not  the  problem  in  reforming  the  health  care  system. 

I  would  welcome  the  opportunity  to  discuss  these  points  with  you  further. 
Thank  you. 
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December  8,  1993 


Senator  David  Pryor 

Chairman 

Special  Committee  on  Aging 

G-31  Senate  Dirksen  Office  Building 

Washington,  D.C.  20510 

Dear  Senator  Pryor: 

Thank  you  for  the  opportunity  to  present  our  views  in  light  of  your 
hearing  on  the  important  issue  of  competition  in  the  market  for  prescription 
pharmaceuticals. 

We  think  our  experience  over  the  past  11  years  provides  a  useful  window 
^V  JV^CQ  ^"^°  *^  workings  of  the  pharmaceutical  market.   Through  hard  work,  we  have 

^  faced  and  overcome  many  of  the  barriers  to  open  competition  in  the  market, 

and  are  now  succeeding  at  bringing  independent  retail  pharmacists  — 
America's  most  trusted  professionals  and  most  accessible  health  care  providers 
—  into  a  new  era  of  being  able  to  compete  with  and  obtain  similar  prices  to 
those  of  managed  care  organizations  and  large  hospital  groups  that  initially 
stimulated  effective  price  competition  among  drug  manufacturers. 


9707  Shelbyville  Road 
Louisville.  Kentucky  40223 
502-327-8889 
502-327-9884  FAX 


A  Changing  Prescription  Drug  Market 

Group  purchasing  organizations  have  been  instrumental  in  negotiating 
lower  prices  from  manufacturers.   In  the  past,  class  of  trade  had  been  the  most 
important  element  in  pricing  decisions  by  the  manufacturers.    Many 
manufacturers  would  offer  low  prices  to  hospitals  based  solely  on  the  class  of 
trade,  not  necessarily  for  market  share  increases,  incremental  sales  growth  or 
large  volume,  but  to  encourage  that  patients  be  started  on  a  drug  in  the 
hospital  and  continue  with  the  drug  after  discharge.    Over  the  past  10  or  15 
years,  hospital  pharmacists  and  physicians,  through  pharmacy  and  therapeutics 
committees  (P&T  Committees),  have  used  formularies  to  negotiate  favorable 
contractual  terms  with  manufacturers. 

Today,  most  hospitals  contract  through  a  group  purchasing  organization 
or  a  hospital  network.    Pricing  is  based  in  part  on  volume,  but  mostly  on  the 
selection  of  one  drug  in  a  generic  or  therapeutic  category  for  inclusion  in  a 
formulary  for  the  entire  group  of  hospitals.    As  other  types  of  providers 
started  buying  groups  —  GeriMed,  for  instance    —  prices  were  negotiated  for 
similar  reasons,  including  formularies,  volume  and  other  reasons. 

GeriMed  is  a  "closed  door"  long  term  care  pharmacy  provider  group 
purchasing  organization;  in  other  words,  GeriMed  serves  only  long  term  care 


Independent  Retail  Pharmacy 
Cost  Containment 
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pharmacy  providers.   GeriMed  initiated  its  first  contracts  in  1982  as  a  joint  venture  between 
MedEcon  Services,  a  Louisville-based  acute  care  hospital  buying  group,  and  Pharmacare,  a 
long  term  care  provider  pharmacy.    GeriMed  was  established  to  be  an  avenue  for 
manufacturers  to  provide  favorable  pricing  to  long  term  care  pharmacy  providers.    Until 
1991,  the  class  of  trade  (i.e..  long  term  care  pharmacy  group  buying),  with  some  emphasis 
on  volume  purchased,  drove  the  pricing  pharmaceutical  manufacturers  offered.    At  the  same 
time,  many  managed  care  pharmacy  providers  were  emerging.    As  a  result,  manufacturers 
were  very  willing  to  work  with  pharmacists  working  with  staff  model  HMOs  and  other 
closed  systems  that  developed  and  implemented  formulary  systems. 

After  the  passage  of  OBRA  '90,  which  included  a  requirement  for  manufacturers  to 
pay  rebates  to  the  state  Medicaid  programs,  contracting  underwent  significant  change  in  long 
term  care  groups  like  ours.   The  ability  to  move  market  share  from  one  product  to  another 
became  a  high  priority  for  manufacturers.    Many  manufacturers  that  had  been  reluctant  or 
unwilling  to  grant  pricing  contracts  for  single  source  drugs  (i.e..  drugs  that  they  had  been 
able  to  price  at-will)  now  were  willing  to  negotiate  to  obtain  preferrai  status  in  a  therapeutic 
class. 

Independent  Retail  Pharmacists  in  the  Market 

Unfortunately,  this  useful  evolution  in  contracting  also  meant  that  independent  retail 
pharmacists  were  not  able  to  participate  fully  in  pricing  obtained  by  the  managed 
organizations.   The  independent  retail  pharmacist  continued  to  be  squeezed  by  managed  care 
organizations  and  low  Medicaid  reimbursement  levels.   While  other  practices  of  pharmacy 
Oong  term  care,  home  infusion,  hospital  and  managed  care)  enjoyed  the  benefit  of  contract 
pharmaceutical  pricing,  the  independents  were  left  out.   To  fill  this  void,  RxMed  was 
established. 

RxMed  provides  contract  pricing  on  both  generic  and  brand  name  drugs  to 
independent  retail  pharmacies,  without  hindering  the  useful  development  of  managed  systems 
that  other  providers  continue  to  develop.   RxMed  is  open  to  all  independent  retail 
pharmacies.   We  believe  that  independent  retail  pharmacists,  by  working  with  physicians  to 
ensure  that  the  most  cost-effective  therapies  are  used,  can  use  the  management  tools 
developed  by  hospitals,  long  term  care  buying  groups,  HMOs  and  other  managed 
organizations  to  obtain  favorable  pricing. 

RxMed  goes  beyond  what  most  other  retail  pharmacy  buying  groups  have  done  in  the 
past  by  approaching  contracting  with  manufacturers  and  members  from  a  managed  care 
standpoint.   In  the  past,  manufacturers  have  not  been  convinced  that  independent  pharmacists 
are  able  to  alter  levels  of  market  share  of  the  drugs  they  dispense.    Although  individual 
independent  pharmacists  have  great  influence  on  individual  physician  prescribers  (especially 
in  smaller  cities  and  towns),  independent  pharmacists  have  had  little  incentive,  financial  or 
clinical,  to  keq>  only  one  generic,  multisource  brand  drug,  or  drug  in  a  therapeutic  category 
on  the  shelf.   As  a  result,  manufacturers  have  been  unwilling  to  provide  fovorable  pricing. 

RxMed  provides  the  incentive  pharmacists  need  to  influence  the  physician's  decision 
to  prescribe  one  brand  product  in  each  therapeutic  class  or  dispense  only  one  generic  entity 
to  save  consumers  money.  Through  this  and  similar  types  of  therapeutic  interchange,  at  last 
independent  pharmacists  are  able  to  demonstrate  their  ability  to  "move"  market  share  and 
volume. 

How  RxMed  Works 

RxMed  requires  its  members  to  sign  a  compliance  agreement  specifying  their 
commitment  to  the  contracts  negotiated  by  RxMed  with  manufacturers.    A  copy  of  this 
compliance  agreement  is  sent  to  the  contracting  manufacturers.   Compliance  with  the 
contracts  is  monitored  by  requiring  members  to  send  in  usage  reports  or  computer  disks 
identifying  the  products  dispensed  to  customers.    Wholesalers  participating  with  RxMed  must 
send  purchasing  data  by  computer  disk  or  electronic  transfer  for  all  RxMed  members  in 
order  to  demonstrate  RxMed  compliance.   Manufacturere  pay  special  incentives  to  RxMed 
members  who  comply  with  the  agreements. 
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RxMed  is  currently  negotiating  with  eight  brand  name  manufacturers  for  single  source 
items  to  begin  January  1,  1994.   Several  other  companies  are  discussing  the  possibility  of 
contracting  with  us.   We  believe  that  these  manufacturers  are  interested  in  RxMed  because: 

1 .  RxMed  has  nationwide  exposure.   We  are  recruiting  members  in  all  50  states. 

2.  RxMed  guarantees  the  utilization  of  the  wholesaler  of  choice.    Members  can 
choose  their  wholesaler  based  on  service  and  price.   Many  current  buying 
groups  require  an  extra  "add-on"  for  membership  in  the  group  and  limit  the 
choice  of  wholesaler. 

3.  Manufacturers  have  been  satisfied  with  their  experiences  with  GeriMed,  and 
have  seen  GeriMed  move  market  share  and  volume  through  its  programs. 

4.  RxMed  has  the  ability  to  capture  all  data  on  dispensing  and  purchasing  for  the 
manufacturers  who  contract  with  RxMed.   This  has  been  one  way  that 
managed  care  organizations  have  encouraged  manufacturers  to  provide  them 
with  favorable  pricing.    Even  in  the  computer-rich  pharmaceutical  industry, 
manufacturers  often  have  difficulty  obtaining  accurate  data  on  prescription 
dispensing.    Data  demonstrating  outcomes  and  compliance  with  medication 
regimens  is  scarce  ~  and  very  valuable  to  the  manufacturers. 

Preserring  Market  Forces  and  Helping  Independent  Pharmacists 

In  order  to  make  health  care,  and  especially  pharmaceutical  care,  more  cost  effective 
we  must  gather  more  and  better  information  in  a  timely,  efficient  manner.    Outcomes 
management  must  incorporate  a  team  approach  to  be  cost-effective.   Leaving  the  independent 
retail  pharmacist  out  of  this  loop  will  keep  pharmaceutical  care  from  being  used  to  its  highest 
potential.   Independent  pharmacists  must  be  included  in  the  development  of  therapeutic 
formularies  in  terms  of  both  financial  and  clinical  outcomes.   We  believe  that  RxMed  is  the 
kind  of  dynamic  buying  group  that  concentrates  on  the  service  components  of  group 
purchasing  for  pharmacy  members  in  order  to  encourage  drug  manufacturers  to  better 
compete  with  one  another. 

Manufacturers  need  organizations  like  RxMed  to  help  tiiem  understand  the 
implications  of  and  operate  in  the  more  competitive  environment.    Pharmacists  need 
organizations  like  RxMed  to  assist  them  in  being  a  part  of  what  is  undeniably  a  good 
direction  for  American  consumers  -  increased  competition  that  will  lead  to  lower  prices. 
American  consumers  need  organizations  like  RxMed  to  be  sure  that  they  will  always  be  able 
to  turn  to  their  independent  pharmacists  —  the  people  whom  they  trust  to  be  sure  that  the 
medicines  they  take  are  right  for  them,  the  people  who  know  their  diagnoses,  and  the  people 
whom  their  doctors  know  to  be  looking  out  for  their  best  interest. 

Thank  you  again  for  the  opportunity  to  present  our  views  on  competition  in  the 
pharmaceutical  marketplace.   We  think  there  is  great  potential  for  the  future. 

Sincerely, 


Schutte,  R.Ph.  Susan  M.  Rhodus,  R.Ph. 

Vice  President  of  Operations 
ed  and  RxMed  GeriMed  and  RxMed 
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Hoechst  Celanese 


Hoechst  Celanese  Corporation 
919  -  18th  Street.  N  W. 
Suite  700 

Washington.  DC  20006 
202  296  2890 


November  29, 1993 


The  Honorable  David  Pryor,  Chairman 

United  State  Senate  Special  Committee  on  Aging 

Washington.  DC  20510-6400 

Dear  Senator  Pryor 

On  behalf  of  Hoechst-Roussel  Phanmaceutlcals  Inc.,  I  am  submitting  written  testimony  to 
be  included  in  the  public  record  for  the  U.S.  Senate  Special  Committee  on  Aging  hearing 
entitled  "Pharmaceutical  Marketplace  Reform:  Is  Competition  the  Right  Prescription?" 

We  appreciate  this  opportunity  and  welcome  further  discussions  with  the  Committee  and 
its  staff  on  health  issues  relating  to  the  changing  dynamics  of  the  pharmaceutical 
martcetplace.  Hoechst-Roussel  Pharmaceuticals  is  committed  to  health  care  reform  and 
wants  to  be  a  part  of  the  solution  and  not  the  problem.  The  Committee's  series  of 
hearings  on  this  subject  are  crucial  and  essential  to  the  health  care  reform  debate  and 
we  look  forward  to  participation  in  these  hearings. 

If  I  can  be  of  additional  informational  assistance,  please  have  your  staff  contact  me. 
Thank  you  again  for  this  opportunity  to  be  a  participant  in  these  productive  discussions. 

Best  Regards, 


\J°f»caki$.u^ 


Vince  McLaughlin 

Director 

Federal  Health  Policy 

VM/sb 

cc:  The  Honorable  William  S.  Cohen 
Theresa  M.  Forster 
Staff  Director 

Mary  Berry  Gerwin,  Minority  Staff  Director/Chief  Counsel 
John  Coster,  Ph.D. 
Andrea  Boldon  (Majority) 
Kathy  Gest  (Minority) 


Hoechst  B 
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"Pharmaceutical  Marketplace  Reform:  Is  Competition 
the  Right  Prescription" 


On  behalf  of  Hoechst-Roussel  Pharmaceuticals,  I  would  like  to  take 
this  opportunity  to  enter  our  comments  into  the  Public  Record. 

-  Market  Forces  - 
The  basic  economic  premise  underlying  our  free  enterprise  system  is 
that  of  competition.  Should  we  attempt  to  restrict  competition, 
then  the  system  becomes  inefficient.  The  impression  that  the 
pharmaceuticals  industry  is  non  competitive,  is  one  not  based  in 
fact. 

In  reality,  our  industry  has  been  successful  due  to  its  competitive 
nature.  The  nature  of  our  competition  lies  in  the  productivity  of 
our  pipeline.  According  to  the  Boston  Consulting  Group,  today's 
pipeline  includes  over  4,000  drugs  in  varying  stages  of 
development.  This  represents  an  investment  of  over  $50  billion. 
The  downside  of  this  reality  is  that  a  company  which  fails  to  come 
up  with  a  blockbuster  every  two  to  three  years  causes  a 
contraction.  This  stark  truth  is  reflected  in  the  fact  that  the 
number  of  independent  companies  has  shrunk  from  138  in  1965  to 
fewer  than  62  today. 

What  does  this  investment  in  our  pipeline  mean  to  the  citizens  of 
the  U.S.?  First,  it  means  employment.  The  industry  provides  over 
300,000  jobs  in  America  alone.  Over  the  last  decade,  employment 
increased  by  a  rate  of  45%.  It  helps  America  maintain  a  positive 
balance  of  trade.  Along  with  the  aerospace  industry, 
pharmaceuticals  is  one  of  two  net  exporters.  Most  importantly, 
prescription  drugs  are  a  partner  in  cost  containment. 
Pharmaceuticals  represent  7%  of  health  care  expenditures. 
Pharmaceuticals  represent  a  less  costly  alternative  to  more  costly 
interventions  such  as  surgery. 

The  concern  as  to  whether  the  industry  will  respond  to  market 
forces  is  unfounded.  The  industry  has  and  will  continue  to  evolve, 
in  a  competitive  fashion,  to  today's  changing  environment.  In  this 
fashion,  pharmaceuticals  will  vie  to  be  part  of  the  answer,  as 
opposed  to  being  considered  part  of  the  problem. 

Outside  of  health  care  reform,  the  growth  of  managed  care  is  a 
market  force  that  has  mandated  change.  The  rise  of  health 
maintenance  organizations  and  pharmacy  benefits  managers,  has 
brought  a  corresponding  growth  in  their  ability  to  display  their 
group  buying  power  and  ability  to  negotiate  discount.  The 
consolidation  of  this  purchasing  power  into  the  hands  of  a  limited 
number  of  decision  makers  has  impacted  greatly  on  how  manufacturers 
conduct  business. 
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The  limitation  on  the  number  of  customers  has  a  reciprocal  effect 
on  the  increase  of  competition.  Managed  care  organizations  employ 
a  variety  of  instruments  that  have  encouraged  us  to  view  our 
business  differently.  In  an  effort  for  the  managed  care 
organizations  to  compete  with  each  other,  they  seek  to  modify  the 
behavior  of  their  employee  physicians.  This  is  achieved  through 
formularies,  generic  substitution,  drug  use  evaluations,  drug 
utilization  reviews  and  therapeutic  substitutions.  Along  with 
aggressive  negotiations  to  achieve  favorable  volume  discounts, 
these  organizations  are  demanding  economic  valuations  of  products 
and  are  seeking  data  on  appropriate  outcomes  data. 

A  parallel  development  forcing  change  has  been  the  growth  in  the 
number  and  utilization  of  generics.  As  cited  above,  in  an  effort 
to  control  costs,  managed  care  organizations  mandate  generic 
substitution,  where  possible.  The  resultant  shift  in  market  share 
is  dramatic.  The  rise  in  generic  prescription  share  rose  from  15% 
in  1983  to  30%  in  1989.  This  rate  will  continue  to  rise  as  over 
200  drugs  will  lose  patent  protection.  By  1995,  50%  of 
prescriptions  will  be  generic. 

Finally,  manufacturers  are  confronting  pricing  concerns  in  another 
two  modalities.  New  product  Introductions  have  been  priced 
significantly  below,  on  the  average  14%,  the  market  leader.  Rather 
than  criticize  these  products  as  "me  too"  with  little  value,  these 
additional  products  have  actually  helped  to  stimulate  price 
competition.  Additionally,  over  fifteen  manufacturers  which 
represent  about  two-thirds  of  the  domestic  market  are  voluntarily 
keeping  their  average  price  Increases  at  or  below  the  Inflation 
rate.  During  the  fiscal  year  ending  in  June  1993,  Price  Haterhouse 
estimates  that  drug  prices  Increased  only  .4  percentage  points 
faster  than  the  CPI  for  all  items  and  much  more  slowly  than  the  CPI 
for  medical  care. 

-  New  Drug  Pricing  - 
As  reviewed  earlier,  the  soul  of  the  pharmaceutical  Industry  is 
competition  with  its  livelihood  based  on  Its  R&D  investment.   In 
1992,  companies  relied  on  the  sales  of  their  top  drugs  to  generate 
over  50%  of  their  revenues. 

The  changes  in  the  marketplace  are  making  themselves  felt  in  how 
companies  conduct  their  RiD.  They  need  to  pursue  higher  value 
opportunities  in  a  more  highly  efficient,  cost  competitive  manner. 
Utilizing  powerful  new  software,  companies  are  looking  to  rational 
drug  design.  New  ways  to  administer  present  drugs  (e.g. 
transdermal  patches)  are  being  sought.  Biotechnology  has  also  led 
to  other  avenues  of  research. 

Pricing  decisions  will  need  to  be  made  in  light  of  managed  care  and 
the  manufacturer's  success  in  meeting  their  needs.  The  recent 
refusal  of  Kaiser  and  Puget  Sound  to  reimburse  for  Cognex  was  a 
clarion  call  to  all  of  us.  Benefits  need  to  be  balanced  against 
risks  and  definable  outcomes  for  success  in  the  90's  and  beyond. 
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-  Merger  &  Acquisition  Trends  - 
Restructuring  within  the  pharmaceutical  industry  is  a  natural 
response  to  the  market  forces  it  faces.  The  rise  in  licensing 
agreements  and  acquisition  of  biotechnology  companies  represents  a 
blend  of  two  approaches  to  meet  the  needs  of  their  customers.  Bio- 
pharmaceuticals  emphasize  applications  and  the  traditional 
companies  centered  on  disease  states.  The  spread  of  knowledge 
leads  to  both  sides  becoming  more  intertwined.  The  mutually 
dependent  alliances  include  product  swaps,  licensed-in  technology, 
strategic  partnerships  and  acquisitions. 

More  importantly,  the  consolidations  not  only  among  manufacturers 
but  amongst  providers  is  but  the  next  step  to  health  care  of  the 
future.  The  mergers  of  Merck  &  Medco;  Columbia  and  Galen;  and 
CIGNA  Healthcare  with  a  mail  order,  all  point  to  the  integration  of 
health  care  delivery.  The  component  by  component  evaluation  of  the 
cost  structure  has  had  limited  overall  effectiveness. 

The  merger  of  Columbia  Hospital  Corp.  and  Galen  Health  Care  forms 
the  nation's  largest  non-governmental  chain.  Columbia  is,  in 
essence,  the  nation's  largest  health  care  provider.  One  of  its 
goals  is  to  implement  a  new  computer  system  that  allows  the 
physicians  to  look  at  clinical  results  of  their  patients  in  their 
office.  With  one  keystroke,  they  will  be  able  to  call  up  the  MRI 
taken  in  the  hospital.  The  system  will  compare  drugs,  tests  and 
treatments  used  for  similar  diagnoses.  This  information  will 
assist  physicians  to  make  more  cost-effective  decisions  which  will 
be  distributed  to  payers  as  well. 

Similarly,  the  Merck-Medco  merger  is  also  a  prelude  to  integrated 
health  care.  The  database  accessible  from  Medco  combined  with 
medical  analysis  shells  will  enable  Merck  to  show  highly  accurate 
outcomes  of  how  a  drug  would  affect  the  population  of  a  given  plan 
or  plans. 

It  is  appropriate,  at  this  juncture,  to  address  the  Hoechst 
Celanese  tender  offer  for  51%  of  the  stock  of  Copley,  a  generics 
manufacturer.  Earlier,  I  spoke  of  how  "me-too"  products  help  to 
reduce  costs.  I've  also  reviewed  how  managed  care  organizations 
ultimately  desire  to  execute  therapeutic  interchange.  To  respond 
to  that  need,  we  seek  in  this  partnership  with  Copley,  to  provide 
brand  quality  generics  to  the  market.  Our  intent  is  to  provide  the 
best  made  pharmaceutics  within  a  therapeutic  class  in  a  cost- 
effective  and  efficient  manner. 

I've  attached  the  announcement  published  in  "The  Pink  Sheet" 
(10/25/93)  regarding  this  acquisition.  The  spirit  of  this 
partnership  is  based  within  the  framework  of  free  enterprise  and 
competition.  Unlike  other  consolidations,  this  is  not  the  purchase 
of  a  distributor.  Rather  it  is  the  improvement  and  streamlining  of 
two  bulk  manufacturers,  Hoechst  Celanese  and  Copley,  thereby  making 
both  more  efficient.  The  arrangement  with  HRPI  is  arms-length, 
with  Copley  management  to  stay  in  place  for  a  number  of  years. 
HRPI  and  Copley  will  work  together  to  bring  appropriately  priced 
drugs  because  of  streamlined  manufacturing  to  managed  care 
organizations. 
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The  vision  of  tomorrow's  health  care  Is  a  systems  management  with 
a  disease  orientation.  The  focus  will  be  on  the  disease's  entire 
cost  structure  over  the  patient's  lifetime.  Disease  management 
leads  to  better  treatment  with  customized  interventions  with  costs 
being  reduced.  For  example,  early  diagnosis  and  treatment  will 
minimize  multiple  physician  visits  and  effective  interventions  will 
lower  the  number  of  recurrences. 

Disease  base  management  will  be  possible  only  if  providers  can 
truly  control  their  delivery  systems.  Kaiser  is  usually  held  as 
the  model/paragon  of  effective  managed  care.  One  needs  to  look 
beyond  the  health  maintenance  organization  component  to  see  that 
the  true  reason  Kaiser  is  so  successful  is  that  it  has  been  able  to 
integrate  the  continuum  of  care. 

Pharmaceutical  manufacturers  will  need  to  mirror  these  capabilities 
to  continue  to  be  a  partner  in  evolving  health  care.  Research  and 
development  will  need  to  take  laser  sharp  focus  on  new 
technologies.  Products  will  need  to  be  analyzed  closer  to 
Inception  for  go/no  go  decisions.  These  decisions  will  be  made  in 
light  of  therapeutic  value  contribution  and  positive  outcomes. 

The  astute  manufacturer  will  partner  with  managed  care 
organizations  to  look  at  disease  management  and  move  away  from  its 
position  as  "drug  provider."  In  concert  with  integrated  providers, 
the  partnership  could  deliver  health  care  outcomes,  protocol 
development,  patient  tracking,  improve  compliance  and  assist  in  the 
education  of  both  physicians  and  patients. 

With  this  vision,  then,  the  present  integration  represents  an 
activity  that  the  consumer  should  hall.  A  disease  management 
perspective  gets  to  the  heart  of  health  care  reform,  quality  care 
that  is  cost  effective.  The  effects  on  drug  prices  will  be  that  of 
containment,  and  consumer  choice  will  be  addressed  by  standard 
quality  care. 

It  is  important  to  remember  that  these  developments  have  come 
independent  of  legislation.  The  economic  tenets  of  supply  and 
demand  have  wrought  massive  changes  and  continue  to  impact  the 
conduct  of  business.  With  each  development,  the  consumer  has 
profited  in  having  low  cost  therapeutics  available.  The  domestic 
pharmaceutical  Industry  is  capable,  competitive  and  successful. 
All  Americans  have  been  its  beneficiaries.  Rather  than  develop  a 
"quick-fix"  to  drug  prices,  let's  focus  on  how  pharmaceuticals  can 
continue  to  play  a  key  role  in  improving  the  quality  and  cost- 
effectiveness  of  health  care.  In  short,  competition  is  the  right 
prescription. 
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I  am  willing  to  discuss,  as  a  panel  witness,  with  the  Dembers  and 
staff  of  the  Senate  Special  Committee  on  Aging,  any  of  the  concepts 
outlined  in  this  testimony. 

Looking  forward  to  working  with  you  as  a  partner  in  developing  the 
right  prescription. 


.^^^^.^^^^^^ 


Edward  P.  Harro 

Vice  President  and  General  Manager 
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RxPRIME  DUR  system  conducts  a  series  of  on-line  edits.  The  service  requires  a  small  copay  or 
coinsurance.  Under  the  cash  and  carry  program,  an  employee  presents  a  prescription  and  an 
RxPRIME  card,  undergoes  the  same  DUR  and  eligibility  verification  and  pays  cash  at  the 
RxPRIME  discount  price.  CIGNA  automatically  reimburses  the  employee,  without  a  claims  form. 

1       Traveling  employees  can  call  RxPRIME's  toll-free  customer  service  line  for  the  location  of 
the  nearest  participating  pharmacy.  If  an  employee  opts  to  go  out  of  the  RxPRIME  network, 
he  or  she  pays  cash  at  the  retail  price,  submits  a  claim  form  and  receives  reimbursement  at  a  lower 
rate.  RxPRIME  also  offers  the  option  of  a  claim  form-based  program,  so  that  employers  may  take 
advantage  of  the  "shoebox  effect."  which  generates  savings  from  unsubmitted  claims. 

>■   RxPRIME   has  a  core  network  of  13,000  participating  chain  pharmacies,  augmented  by  about 
1,000  independents  and  additional  case-specific  pharmacies.  CIGNA  describes  its  phamiacy 
network  as  "large  enough  to  provide  employees  with  access  to  local  participating  pharmacies 
(generally  at  least  one  pharmacy  within  six  to  seven  miles  of  their  homes),"  but  "small  enough  so 
that  substantial  volume  discounts  can  be  achieved."  The  company  estimates  that  the  nationwide 
average  is  13.5%  off  average  wholesale  price  for  brands  and  35%  for  generics.  Negotiated 
dispensing  fees  for  RxPRIME  average  $2  or  less. 

1       In  matching  its  network  to  a  client's  needs,  CIGNA  uses  mapping  software  to  coordinate 
employee  zip  codes  to  pharmacy  locations  within  a  specific  radius.  CIGNA  then  identifies 
towns  where  the  potential  client  has  at  least  20  employees  but  where  RxPRIME  has  no  contracted 
pharmacy.  RxPRIME  "will  then  work  with  the  client  to  determine  if  network  augmentation  is 
necessary,"  program  materials  explain,  and  "if  any  employees  remain  in  remote  areas  without 
adequate  access  to  an  RxPRIME  participating  pharmacy,  they  will  be  automatically  flagged  in  our 
on-line  system  as  being  'hardship'."  These  individuals  will  be  notified  by  letter  of  their  status  and 
advised  that  they  can  go  to  any  pharmacy  to  fill  prescriptions,  pay  full  retail  price,  file  a  claim 
form  and  be  reimbursed  at  in-network  levels. 

-0- 

©HOECHST-COPLEY  BULK  SUPPLY  AGREEMENT  CONTAINS  EXCLUSIVE  SOURCE  CLAUSE    in  an  attempt  to  give  Copley 
the  opportunity  to  market  as 
many  sole-source  generics  as  possible.  As  part  of  Hoechst-Celanese's  $546  mil.  tender  offer  to  take  control  of  the 
generic  drug  manufacturer  ("The  Pink  Sheet"  Oct.  1 8,  p.  3).  one  part  of  the  "Product  Agreement"  accompanying  the 
deal  calls  for  Hoechst's  Bulk  Analgesics  &  Acylation  Chemicals  Division  to  make  bulk  formulations  available 
exclusively  to  Copley  until  they  become  commercially  available  from  other  sources. 

f       If  a  new  generic  bulk  material  "is  not  generally  available  in  the  market,"  neither  Hoechst- 

Celanese  nor  its  BAAC  subsidiary  "will  sell  such  material  without"  Copley's  concurrence  "to 
any  other  customer."  The  exclusive  supply  arrangement  is  explained  in  a  summary  of  the  tie-up 
agreements  between  Hoechst  and  Copley  described  in  proxy  materials  dated  Oct.  14. 

1       Hoechst  will  retain  its  right  to  supply  a  wide  range  of  customers  with  bulk  ingredients  that  are 

available  from  a  variety  of  sources.  If  Copley  can  purchase  a  new  bulk  substance  from  other 
suppliers,  then  BAAC  will  be  free  to  sell  that  substance  to  other  generic  product  manufacturers,  the 
agreement  says.  Copley  will  have  the  right  to  BAAC's  best  price.  BAAC  "will  charge  [Copley]  no 
higher  than  the  lowest  price  charged  to  any  other  customer." 

Copley  has  maintained  that  one  of  the  key  factors  behind  the  Hoechst  connection 
was  the  ability  of  the  corporate  linkage  to  help  shelter  the  generic  firm  from  the 
vicissitudes  of  bulk  supply  arrangements. 

1       The  Hoechst-Copley  intercompany  agreements  specifically  state  that  Hoechst  will  not  be  able 
to  stop  supplying  a  bulk  product  to  Copley  without  18  months'  notice.  Hoechst-Celanese  also 
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promises  to  use  its  best  efforts  to  locate  other  suppliers  —  including  other  Hoechst  affiliates  such  as 
Hoechst-Roussel  —  when  the  U.S.  Hoechst  operations  cannot  supply  the  ingredient. 

1       The  agreement  also  calls  for  Copley  and  its  new  parent  to  set  up  committees  to  review  Copley 

requests  for  Hoechst  to  supply  products  that  it  does  not  already  manufacture  and  (with  Hoechst- 
Roussel)  to  determine  a  strategy  for  marketing  bundles  of  products  to  managed  care  organizations. 
The  committee  with  Hoechst-Roussel  is  to  be  established  within  30  days  of  the  effective  date  of  the 
bulk  supply  agreement  Hoechst  and  Copley  will  look  at  the  possibility  of  in-sourcing  generic 
products  that  they  do  not  already  market  between  them,  the  companies  indicated. 

Copley  will  "pre-launch"  a  generic  version  of  Hoechsf  s  Diabeta  (glyburide),  the 
tender  offer  confirms.  Copley  has  the  specific  right  to  begin  marketing  a  generic 
glyburide  as  of  the  effective  date  of  the  deal.  The  outside  data  for  completing  the 
51%  purchase  is  March  31,  1994.  Glyburide  comes  off  patent  in  May  of  next  year. 

1      Hoechst  purchased  $720,CXX)  of  products  from  Copley  last  year,  according  to  the  tender 

materials.  Hoechst-Roussel  contemplates  using  any  excess  Copley  manufacturing  capacity  to 
help  with  production  of  its  products.  The  proxy  materials  indicate  that  Copley  did  not  use 
Hoechst's  bulk  business  as  a  major  supplier  prior  to  the  deal.  No  figure  of  purchases  by  Copley 
from  Hoechst  is  disclosed. 

1       Hoechst-Celanese  will  use  two  sources  of  funds  for  the  deal:  $350  mil.  will  come  from 
on-hand  cash  and  cash  equivalents,  $203  mil.  from  commercial  paper.  Hoechst  is  being 
advised  by  Amhold  and  S.  Bleichroeder,  which  will  earn  a  fee  of  $5  mil.  for  the  transaction.  Alex. 
Brown  &  Sons  will  receive  a  similar  fee  from  the  deal  for  representing  Copley. 

-0- 

©FDA  PROCESS  VAUDATION  GUIDEUNES  FOR  DIFFEREWT  PRODUCT  TTPES,    such  as  oral  solid  dosage  forms,  injec- 
tables,  topicals  and  bulk  chemicals,  are 
being  developed  by  the  agency.  Division  of  Manufacturing  and  Product  Quality  Director  Paul  Vogel  told  a  Non- 
prescription Drug  Manufacturers  Association  annual  Manufacturing  Controls  Seminar  in  Philadelphia  Oct.  7.  FDA 
is  also  evaluating  whether  the  current  good  manufacturing  practice  regulations  (cGMPs)  need  to  be  revised  to 
clarify  process  validation  requirements,  he  said. 

%      The  series  of  guidelines  FDA  is  preparing  will  address  "acceptable  approaches  or  points-to- 

consider"  when  validating  certain  types  of  processes.  Vogel  explained:  "It  is  clear  that  a  *one- 
size-fits-air  guideline  is  neither  practical  nor  useful,  where  specificity  is  the  objective.  Therefore, 
we  anticipate  separate  guidelines  for  different  types  of  products  like  tablets/capsules,  oral  liquids, 
topicals.  sterile  processes  and  bulk  chemicals." 

>•    Process  validation  is  one  of  a  number  of  areas  under  consideration  by  an  FDA  task  force 
currently  evaluaung  whether  the  cGMP  regulations  need  to  be  revised.  Although  FDA  may  "beef 
up"  the  process  validation  requirements,  Vogel  commented,  the  regulations  will  remain  general  in 
nature  to  provide  for  necessary  industry  flexibility  and  the  evolution  of  the  concepts  involved. 

1        The  nature  and  scope  of  validation  methodology  and  evaluation  criteria  are  dependent  upon 

numerous  variables  that  are  situational  and  evolve  as  the  industry  learns  more  about  the 
matenal  and  process  variables  that  influence  uniformity."  Vogel  maintained.  This  complexity,  he 
said,    explains  why  process  validation  is  probably  the  most  discussed  GMP  topic  ever  by  FDA  and 
the  industry   and  why  it  is  neither  possible  nor  practical  for  FDA  to  establish  explicit  "how  to' 
standards^   On  the  other  hand,  he  added,  the  agency  believes  "additional  written,  and  more  specific 
FDA  guidance  will  further  promote  rational  voluntary  compliance  with  FDA  expectations,  and  we 
have  begun  that  effort."  [More] 
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The  Honorable  David  Pryor 
Chainnan,  Special  Committee  on  Aging 
United  States  Senate 
G31  Dirksen  Senate  Office  Building 
Washington,  DC  20510-6400 

Dear  Mr.  Chairman: 

We  are  writing  to  protest  your  repeated  public  attacks  on  Genzyme,  a 
biotechnology  company  which  is  a  member  of  the  Biotechnology  Industry  Organization 
(BIO),  and  your  refusal  to  permit  either  Genzyme  or  BIO  to  testify  in  response. 

The  first  attack  on  Genzyme  occurred  in  your  press  release  of  October  21,  1993, 
announcing  today's  hearing.   You  said  in  that  release,  "1  am  not  convinced  that  market 
forces  have  helped  to  contain  the  price  of  the  Gaucher  disease  treatment  Ceredase",  a 
produa  produced  by  Genzyme. 

Following  this  attack  Genzyme  CEO,  Henri  Termeer,  requested  the  opportunity  to 
testify  at  today's  hearing,  a  request  that  you  denied. 

Because  the  focus  of  the  hearing  was  "whether  enough  competition  exists  in  the 
drug  industry  to  assure  that  new  drugs  coming  to  the  market  will  be  reasonably  priced," 
BIO  also  requested  an  opportunity  to  testify.  Biotechnology  companies  r^resented  by 
BIO  produce  or  will  produce  most  of  the  breakthrough  drugs.   Nevertheless  our  request  to 
testi^  was  denied.  This  decision  was  made  despite  the  suggestion  of  some  of  your 
committee  members  that  Genzyme  and.'or  BIO  be  permitted  to  testify. 

A  representative  of  the  Pharmaceutical  Manufacturers  Association  (PMA)  was 
given  the  opportunity  to  testify,  but  Genzyme  is  not  a  member  of  the  PMA,  a  fact  that  is 
well  known  to  your  staff. 

In  the  questions  you  submitted  to  PMA  for  its  testimony  you  asked  for  it  to 
comment  on  "what  are  the  'market  forces'  that  influence  the  price  of  breakthrough  drugs 
that  have  no  competitors,  such  as... Ceredase?" 

Incidentally,  your  press  release  and  questions  to  PMA  also  focused  on  the  price  of 
Betaseron,  a  produa  produced  by  Chiron,  a  member  of  BIO  which  also  is  not  a  member 
of  PMA. 
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The  Honorable  David  Pryor 
November  16,  1993 
Page  Two 


In  a  statement  printed  in  the  November  16,  1993,  edition  of  BioWorld  Today.  John  Coster, 
your  staff  director,  responded  to  criticism  of  the  decision  to  exclude  BIO  and  Genzyme  as  witnesses 
by  saying,  "the  hearing  is  not...  to  talk  about  any  one  specific  drug  or  pricing  policy,  but  market 
forces." 

Despite  your  refusal  to  permit  either  BIO  or  Genzyme  to  testify  and  these  reassurances  about 
Ihe  focus  of  the  hearing,  you  again  attacked  the  price  of  Ceredase  in  one  of  your  opening  statements 
in  today's  hearing.   Prior  to  your  statement  no  other  Member  had  referred  to  Ceredase  and  no 
Member  had  referred  to  your  refusal  to  permit  Genzyme  to  testify.   A  reference  had  been  made  to  the 
excellence  of  Genzyrae's  research  on  Cystic  Fibrosis. 

Permitting  BIO  and  Genzyme  to  testify  when  the  hearings  resume  next  year  will  not  remedy 
the  damage  you  have  already  inflicted  on  the  biotechnology  industry  and  this  company.   We 
non^eless  request  such  an  opportunity. 

If  and  when  BIO  is  pramitted  to  testify,  we  will,  of  course,  be  in  no  position  to  comment 
specifically  on  the  pricing  decision  of  Genzyme  with  respect  to  this  drug.    For  BIO  to  become 
involved  in  any  way  with  this  decision  would  violate  the  antitrust  laws.   BIO  can  comment  on  the 
impact  of  the  proposed  price  controls  on  the  research  of  companies  like  Genzyme  to  create 
breakthrough  drugs.   Only  by  calling  Genzyme  to  testify  will  you  hear  a  response  to  your  atucks  on 
its  product. 

Mr.  Chairman,  it  is  with  regret  that  we  feel  compelled  to  react  in  this  manner,  but  fairness 
dictates  an  opportunity  for  open  debate  on  the  critical  issue  of  research  on  cures  and  treatments  for 
deadly  and  costly  diseases.   Therefore,  pending  an  opportunity  for  BIO  and  Genzyme  to  testify  before 
your  committee,  we  request  that  you  cease  your  attacks  on  the  biotechnology  industry  and  Genzyme. 

A  copy  of  the  Committee's  press  release  and  the  quotes  in  BioWorld  Today  are  enclosed. 

Thank  you  for  your  consideration  of  our  views. 


Sincerely, 


t^^^u^ 


Carl  B.  Feidbaum 
President 


CC.  Members  of  the  Senate  Aging  Committee 
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December  2,  1993 


Carl  B.  Feldbauin 
President 
Biotechnology  Industry 

Organization 
1625  K  Street,  N.W. ,   Suite  1100 
Washington,  D.C.   20006-1604 


Dear  Mr.  Feldbaum: 


Thank  you  for  your  letter  of  November  16,  1993,  concerning 
the  recent  hearing  of  the  U.S.  Senate  Special  Committee  on  Aging, 
"Pharmaceutical  Marketplace  Reform:  Is  Competition  the  Right 
Prescription?".   I  know  that  your  group  had  a  keen  interest  in 
testifying  at  the  hearing,  as  did  a  number  of  other  groups, 
including  pharmaceutical  manufacturers,  biotechnology  companies, 
consumer  advocacy  organizations,  and  other  medical  groups. 
The  main  purpose  of  the  hearing  was  to  explore  some  of  the 
general  issues  relating  to  competition  in  the  pharmaceutical 
marketplace. 

The  tight  Congressional  end-of-session  schedule  required 
that  I  limit  the  number  of  witnesses  at  the  hearing.  By  the  time 
we  received  your  request  to  testify,  which  was  some  weeks  after 
the  hearing  was  announced,  our  docket  was  full.   In  fact,  by  the 
time  we  received  your  request,  we  had  already  turned  down  several 
other  requests  from  various  organizations  and  groups  to  testify. 

As  a  matter  of  fairness,  the  staff  had  little  choice  but  to 
decline  your  request  and  urge  you  to  submit  testimony  for  the 
record,  just  like  the  other  groups.   As  I  said  at  the  hearing,  I 
expect  that  as  discussions  on  health  care  refoirm  unfold,  it  will 
be  necessary  for  the  Committee  to  hold  additional  in-depth  forums 
on  this  important  issue.  Perhaps  one  of  these  forums  will  give 
BIO  an  opportunity  to  outline  its  position  on  relevant  issues. 

I  also  want  to  respond  to  your  concerns  that  I  specifically 
singled  out  for  criticism  the  pricing  of  certain  biotechnology 
drugs  in  both  the  press  release  announcing  the  hearing,  and  at 
the  hearing  itself.   As  you  know,  the  hearing  was  not  called  to 
talk  about  the  pricing  patterns  of  any  drug  in  particular. 

In  the  press  release  announcing  the  hearing.  Senator  Cohen 
and  I  said  that  we  had  "concern  about  whether  enough  competition 
exists  in  the  drug  industry  to  assure  thav  new  drugs  coming  to 
the  market  will  be  reasonably  priced."   I  specifically  said  that 
"I  was  not  convinced  that  market  forces  helped  to  contain  the 
price  of  Ceredase,  Foscavir,  or  Betaseron,  all  important 
breakthrough  therapies  for  which  there  are  no  competitors." 

These  drugs  were  chosen  as  examples  because  the  Aging 
Committee  has  been  monitoring  the  availability  and  pricing  of 
these  and  other  new  drugs.  In  fact,  my  staff  has  had  ongoing, 
productive  discussions  with  the  manufacturers  of  these 
pharmaceutical  products  for  several  years.   While  I  and  others 
may  personally  consider  the  prices  of  these  drugs  to  be 
particularly  high,  the  hearing  was  not  called  to  specifically 
examine  the  prices  of  these  drugs. 
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My  written  questions  to  the  Pharmaceutical  Manufacturers 
Association  (PMA)  asked  them  to  describe  the  general  market 
forces  that  Influence  the  pricing  of  breakthrough  drugs  that  have 
no  competitors,  using  the  same  three  drugs  as  examples  of 
breakthrough  drugs.  I  did  not  ask  them  to  describe  how  market 
forces  Influenced  the  prices  of  particular  drugs. 

Clearly,  Genzyme,  Chiron,  or  Astra  —  the  manufacturers  of 
these  drugs  —  could  have  talked  In  specifics  at  the  hearing 
about  how  they  believe  market  forces  set  the  price  of  their 
particular  drug,  had  I  asked  this  question.   Once  again, 
information  on  the  pricing  of  specific  drugs  was  not  the  Issue. 
In  fact,  Genzyme  and  Astra  did  submit  statements  for  the  record 
describing  how  they  believe  market  forces  set  the  price  for  their 
drug.   I  appreciate  their  taking  the  time  to  do  this,  and  am 
carefully  reviewing  their  submission. 

As  to  your  concern  that  I  specifically  singled  out  the  price 
of  Ceredase,  it  was  not  my  intention  to  mention  the  pricing 
patterns  of  particular  drugs  at  the  hearing.   Therefore,  my 
comments  with  respect  to  Ceredase  were  made  only  because  another 
member  of  the  Committee  asked  that  an  article  written  by  Mr. 
Henri  Termeer,  Chairman  of  the  Board  of  Genzyme,  which  appeared 
that  day  in  the  Wall  Street  Journal  be  included  in  the  Record. 
The  particular  article  said  that  "...[the  price  of)  Ceredase  is 
an  example  of  how  market  forces  work."  As  a  result,  I  believe  it 
was  appropriate  to  state  some  additional  facts  about  Ceredase. 

I  am  eager  and  Interested  In  meeting  with  BIO  or  any 
biotechnology  manufacturer  about  Issues  concerning  this  industry. 
However,  I  an  disappointed  that  BIO  has  not,  to  this  date,  made 
contact  with  my  staff  to  talk  about  Issues  affecting  the 
biotechnology  Industry.   This  concerns  me,  especially  since  the 
biotechnology  trade  association  that  was  a  precursor  to  BIO,  the 
Industrial  Biotechnology  Association,  had  a  good  relationship 
with  my  staff.   Clearly,  I  want  this  good  working  relationship  to 
continue. 

Mr.  Feldbaum,  we  obviously  can  learn  from  each  other  In  this 
process,  and  hope  that  we  can  have  a  meaningful  dialogue  as 
health  care  reform  proceeds.   It  Is  obvious  that  you  and  BIO  feel 
strongly  about  these  Issues,  and  I  want  to  assure  you  that  I  have 
equal  concerns.    I  hope  that  we  can  put  these  Issues  behind  and 
move  forward  to  find  solutions  that  make  good  sense  for  your 
members  and  for  the  health  care  system  in  general.  I  know  that 
this  is  an  objective  that  we  both  share.   Thank  you  again  for 
taking  the  time  to  write. 


Sincerely, 


(im^dJo^ 


David  Pryor   "J 
Chairman 


cc:  Members  of  the  Senate  Special  Committee  on  Aging 
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EXECUTIVE  SUMMARY 


The  dynamics  of  the  pharmaceutical  industry  in  the  1990s  are  very  different  from  those  in  the 
1980s.  The  purpose  of  this  study  is  to  document  the  most  recent  financial  trends  so  that  policy 
makers  have  an  up-to-date  picture  of  the  industry's  performance.  The  study  also  quantifies  the 
economic  impact,  over  the  next  five  years,  of  recent  federal  legislation  affecting  the 
pharmaceutical  industry. 

Revenues  and  Pricing 

Hospitals,  health  maintenance  organizations,  and  mail-order  pharmacies  have  developed  powerful 
techniques  for  holding  down  pharmaceutical  costs,  including  the  use  of  formularies,  mandatory 
generic  substitution,  and  drug  utilization  review,  and  have  been  able  to  extract  significant  volume 
discounts  from  manufacturers. 

The  results  of  cost  management  in  drug  distribution  channels  have  dramatically  changed  the 
industry's  pricing  patterns. 

•  The  annual  rate  of  increase  in  the  Bureau  of  Labor  Statistics'  Producer  Price 
Index  for  prescription  drugs  has  dropped  by  over  half;  from  9.5  percent  in  1989 
to  4.7  percent  in  the  year  ending  with  the  second  quarter  of  1993. 

•  In  response  to  criticisms  from  academics  that  the  Producer  Price  Index  overstates 
the  rate  of  increase  in  prescription  drug  prices,  the  Bureau  of  Labor  Statistics  is 
revising  its  prescription  drug  index. 

•  A  more  comprehensive  price  index,  which  takes  into  account  newly  introduced 
drugs  and  discounts  (but  not  rebates),  shows  that  drug  manufacturers'  prices 
increased  at  a  3.5  percent  rate  during  the  year  ending  with  the  second  quarter  of 
1993  -  2.6  percentage  points  less  than  Consumer  Price  Index  for  medical  care 
and  only  slightly  more  than  the  CPI  for  all  items. 

•  As  a  result  of  these  new  pricing  patterns,  the  annual  growth  in  pharmaceutical 
industry  revenues  has  declined  from  17.7  percent  in  1990  to  an  estimated  11.1 
percent  in  1993. 


Research  and  Development 

The  drug  approval  process  has  become  much  more  costly:  the  Office  of  Technology  Assessment 
estimates  that  the  average  cost  of  R&D  per  new  drug  marketed  in  the  United  States  was  $359 
million  in  1990,  up  from  $54  million  in  1976. 

•  In  1993,  the  pharmaceutical  industry  spent  an  estimated  $10.3  billion  on  domestic 
R&D  and  $12.6  billion  worldwide. 

•  U.S.  R&D  expenditures  increased  much  more  rapidly  than  sales  during  the  1980s, 
rising  from  11.7  percent  of  sales  in  1980  to  16.5  percent  in  1989. 

•  Despite  slower  growth  in  sales  since  1989,  domestic  R&D  is  estimated  to  be 
increasing  at  an  annual  rate  of  13  percent  in  1993  and  to  have  reached  16.7 
percent  of  sales. 

•  According  to  National  Science  Foundation  data,  the  pharmaceutical  industry 
spends  more  on  R&D  relative  to  sales  than  any  other  industry  in  the  United  States 
except  computers. 

•  Pharmaceuticals  development  is  a  high-risk  business:  only  about  one-third  of 
drugs  launched  actually  earn  enough  to  recover  their  R&D  costs. 
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Projected  EJfects  of  Recent  Legislation 

Recently  enacted  I^islation  will  impose  an  estimated  $14.5  billion  of  costs  on  the 
phannaceutical  industry  over  the  next  five  years.  The  average  annual  cost  of  this  legislation  - 
$2.9  billion  per  year  -  represents  over  30 percent  of  the  industry's  1992  after-tax  profits  of  $9.5 
billion. 

•  Medicaid  rotates,  enacted  in  1990,  are  estimated  to  cost  the  pharmaceutical  industry 
$10.2  billion  over  fiscal  years  1994-1998.  Price  controls  on  prescription  drug  sales  to 
the  Veterans  Admiiustration  and  the  Department  of  Defense,  enacted  in  1992,  are 
estimated  to  reduce  industry  revenues  by  an  additional  $0.6  billion  over  this  period. 

•  Four  tax  provisions  included  in  the  1993  budget  act  are  estimated  to  increase  the 
phannaceutical  industry's  tax  liability  by  $3.3  billion  over  fiscal  years  1994-1998.  The 
average  annual  tax  increase  -  $0.66  billion  -  is  equal  to  27  percent  of  the  industry's 
total  tax  liability  of  $2.45  billion  in  1990. 

•  The  phannaceutical  industry  was  not  lightly  taxed  before  the  1993  budget  act:  according 
to  the  General  Accounting  Office,  the  phannaceutical  industry's  effective  tax  rate  has 
been  very  close  to  the  average  for  all  U.S.  industries. 


Economic  Impact  of  Recent  Legislation  on  the 
Pharmaceutical  Industry,  FY  1994-1998 


[Billions  of  dollars] 

Proyiaaa 

1994 

1995 

199< 

1997 

1998 

1994-98 

1 .  Re\-eaue-nismg  provisioiis  of 
OBRA  1993 

S0.484 

$0,724 

$0,726 

$0,697 

$0,667 

$3,298 

2.  Medicaid  rebates  (OBRA  1990) 

$1,547 

$1,752 

$2,018 

$2,373 

$2,518 

$10,208 

1  3.  VA  and  DoD  price  discoimts 
1  (Velerm's  Health  Care  AM  of  1992) 

SO.IOS 

$0,109 

$0,114 

$0,120 

$0,125 

$0,573 

4.  Prescription  drug  user  fee 
(PrescriptioD  Drug  User  Fee  Act  of 
1992) 

S0.054 

$0,075 

$0,078 

$0,084 

$0,090 

$0,381 

ItoU. 

$2,190 

$2,660 

$2,936 

$3,274 

$3,400 

$14,460 

Source:    Price  Waterliouse. 


Coneliuion 

Rapid  changes  in  the  market  for  prescription  drugs  are  transforming  the  pharmaceutical  industry. 
While  prices  are  increasing  at  about  the  general  rate  of  inflation,  R&D  costs  continue  to  escalate 
r^idly.  Profits  and  rates  of  return  have  declined,  and  the  market  anticipates  below  average 
profit  growth  in  the  future. 

The  difficult  economic  environment  for  pharmaceutical  companies  will  be  aggravated  by  recently 
enacted  legislation.  Medicaid  rebates,  mandatory  discounts  on  Veterans  Administration  and 
Defense  Department  sales.  Food  and  Drug  Administration  user  fees,  and  tax  law  changes  will 
reduce  pharmaceutical  revenues  by  an  estimated  $14.5  billion  over  the  next  five  years. 
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Profits 

With  the  Producer  Price  Index  for  prescription  drugs  rising  at  an  annual  rate  of  4.7  percent  and 
R&D  expenditures  increasing  at  over  13  percent,  drug  manufacturers'  profits  have  been 
squeezed. 

•  The  pharmaceutical  industry's  after-tax  profits  dropped  from  $10. 1  billion  in  1991 
to  $9.5  billion  in  1992. 

•  Over  the  1991-1992  period,  the  industry's  after-tax  return  on  assets  fell  from  12.7 
to  10.5  percent  and  its  after-tax  rate  of  return  on  equity  declined  from  25.2  to 
22.3  percent. 

•  Accounting  rates  of  return  overstate  the  pharmaceutical  industry's  profitability 
because  of  the  industry's  high  rate  of  investment  in  intangible  capital  {e.g., 
R&D).  The  Office  of  Technology  Assessment  has  concluded  that  correcting  the 
accounting  treatment  of  investment  in  intangibles  reduces  the  industry's  reported 
return  on  equity  by  20  to  25  percent. 

•  The  Office  of  Technology  Assessment  has  estimated,  for  drugs  introduced  in 
1981-83,  that  the  net  present  value  of  afler-tax  profits  would  need  to  fall  by  15.7 
percent  to  eliminate  "excess"  profits  within  the  industry.  From  1990  to  1992,  the 
industry's  after-tax  return  on  sales  dropped  by  more  than  15.7  percent,  suggesting 
that  "excess"  profits  are  disappearing. 

Stock  Market  Performance 

Over  the  last  five  years,  pharmaceutical  companies  have  underperformed  the  market  as  a  whole: 
from  1989  through  the  second  quarter  of  1993,  the  Standard  and  Poors  (S&P)  Drugs  index  has 
shown  a  cumulative  gain  of  23  percent  as  compared  to  a  gain  of  28  percent  for  the  S&P  500. 
Drug  stocks  have  performed  particularly  poorly  over  the  last  two  years. 

•  The  S&P  Drugs  index  lost  22  percent  of  its  value  in  1992  and  declined  at  an 
annua]  rate  of  25  percent  in  the  first  half  of  1993,  as  compared  to  gains  in  the 
S&P  500  of  4  and  7  percent  during  the  comparable  periods. 

•  Over  the  18-month  period  ending  June  30,  1993,  drugs  were  the  fourth  worst 
performing  industry  of  the  72  indices  tracked  by  Standard  and  Poors. 

•  The  13  pharmaceutical  companies  tracked  by  Standard  and  Poors  lost  $90  billion 
in  market  value  over  the  18-month  period  ending  June  30,  1993. 

•  The  market  now  expects  pharmaceutical  earnings  to  grow  more  slowly  on  average 
than  other  industries:  as  of  June  30,  1993,  pharmaceutical  stocks  were  valued  at 
18  times  earnings  as  compared  to  the  S&P  500,  which  was  priced  at  over  23 
times  earnings. 


Industry  Restructuring 

Drug  manufacturers  have  responded  to  the  new  market  realities  through  a  variety  of  measures 
including  layoffs,  increased  reliance  on  debt  finance,  and  the  use  of  mergers  and  strategic 
alliances  to  spread  the  costs  and  risks  of  drug  development. 

•  Over  the  last  two  years,  major  pharmaceutical  companies  have  announced  job 
reductions  totalling  30,250  employees. 

•  Since  1988,  20  pharmaceutical  industry  mergers  and  acquisitions  (including  joint 
ventures)  have  occurred. 
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FINANCIAL  TRENDS  IN  THE  PHARMACEUTICAL  INDUSTRY  AND 
PROJECTED  EFFECTS  OF  RECENT  FEDERAL  LEGISLATION 


I.         INTRODUCTION 

A.        Purpose  of  Study 

The  pharmaceutical  industry  recently  has  been  the  focus  of  public  debate  as  a  result  of  rapid 
price  increases  in  the  1980s.  Over  the  last  three  years,  studies  of  the  pharmaceutical  industry 
have  been  released  by  the  General  Accounting  Office,  the  Office  of  Technology  Assessment,  and 
the  Senate  Select  Committee  on  Aging.  As  a  result  of  rapid  changes  occurring  in  the  economic 
environment,  these  studies  do  not,  however,  present  a  completely  up-to-date  picture  of  the 
pharmaceutical  industry. 

TTie  purpose  of  this  study  is  to  document  the  most  recent  available  financial  data  on  the  industry. 
As  the  nation  considers  various  health  care  reform  proposals,  including  proposals  that  would 
increase  government  regulation  of  the  pharmaceutical  industry,  it  is  critical  that  policy-makers 
be  aware  that  the  dynamics  of  the  pharmaceutical  industry  in  the  1990s  are  completely  different 
from  those  in  the  1980s. 

The  importance  of  anticipating  changing  market  conditions  is  illustrated  by  the  following 
example: 

The  Crude  Oil  Windfall  Profit  Tax  Act  of  1980  was  designed  under  the 
assumption  that  petroleum  prices  would  rise  much  faster  than  inflation  in  the 
1980s.  Revenues  were  estimated  to  reach  $24  billion  per  year  by  1988. 
Congressional  analysts,  however,  grossly  underestimated  the  potential  for 
conservation,  alternative  energy  sources,  and  increased  oil  production  to  balance 
supply  and  demand.  Within  a  few  years  of  enactment,  market  adjustments  had 
created  a  world  oil  glut,  and  petroleum  prices  collapsed.  The  Windfall  Profit  Tax 
Act  was  repealed  in  1988  when  the  cost  of  administering  the  tax  was  found  to 
exceed  the  negligible  amounts  of  revenue  collected. 

To  document  the  ongoing  changes  in  the  pharmaceutical  industry,  Chapter  II  presents  the  most 
recently  available  statistics  on  revenues,  pricing,  research  expenditures,  employment, 
profitability,  and  stock  market  performance.  To  assess  future  developments  in  the  industry, 
Chapter  IH  attempts  to  quantify  the  economic  impact  over  the  next  five  years  of  tax  and  other 
provisions  contained  in  the  Omnibus  Budget  Reconciliation  Act  of  1993  and  other  federal 
legislation  enacted  since  1989. 

The  recent  trends  in  pharmaceutical  industry  financial  statistics  are  indicative  of  major  changes 
in  the  competitive  environment.  While  an  analysis  of  the  underlying  structural  changes  in  the 
industry  is  beyond  the  scope  of  this  report,  the  following  section  provides  a  brief  discussion  of 
these  issues  as  background  to  this  report. 
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B.        Background  Information  on  Changing  Structure  of  Pharmaceutical  Industry 


Role  of  phxirmaceuticals  in  the  nation's  health  can 

Phannaceudcals  historically  have  been  a  small  and  declining  share  of  U.S.  health  care 
expenditures.  U.S.  expenditures  for  outpatient  prescription  drugs  have  declined  from  8.9 
percent  of  national  health  expenditures  in  1965  to  a  projected  4.9  percent  in  1993.' 

Rather  than  contributing  to  the  nation's  spiraling  health  care  costs,  pharmaceutical  products 
generally  lower  overall  medical  costs  by  substituting  for  more  costly  and  less  effective  treatments 
(e.g.,  surgery).  The  cost  savings  from  just  a  few  therapeutic  categories  has  been  shown  to 
exceed  aimual  spending  for  all  drugs.^ 

Thus,  in  seeking  to  constrain  the  growth  in  the  nation's  health  care  spending,  policy-makers 
must  guard  against  false  economies:  proposals  which  limit  spending  on  pharmaceuticals  but, 
unintentionally,  increase  overall  health  care  costs  as  a  result  of  slower  introduction  and  diffusion 
of  cost-saving  drug  treatments. 


Changing  structure  of  pharmaceutical  demand 

Major  changes  have  occurred  and  are  continuing  to  occur  in  the  pharmaceutical  market. 
Hospitals,  health  maintenance  organizations  (HMOs),  and  mail-order  pharmacies  (which  now 
account  for  about  five  percent  of  total  prescriptions)  have  developed  powerful  techniques  for 
holding  down  pharmaceutical  costs,  including  the  use  of  formularies,  mandatory  generic 
substitution,  and  drug  utilization  review,  and  have  been  able  to  extract  significant  volume 
discounts  from  manufacturers.  In  1991,  half  of  all  HMOs  used  formularies  and  65  percent 
reviewed  physicians'  prescribing  patterns.'  Even  retail  drugstores  are  under  pressure  to  cut 
prices  from  managed  care  organizations  that  demand  discounts  for  their  members. 


'   Health  Care  Financing  Administration,  Office  of  the  Actuary,  1993. 

'  The  Boston  Consulting  Group,  The  Contribution  of  Pharmaceutical  Companies:  What's  at  Stake 
for  America,  September  1993,  pp.  15,  37. 


Ibid.,  p.  97. 
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Over  the  last  few  years,  the  results  of  cost  management  in  drug  distribution  channels  have  been 
dramatic.  Average  discounts  from  manufacturers'  list  prices  have  increased  from  an  estimated 
four  percent  in  1987  to  16  percent  in  1992.'  Moreover,  cost  management  in  conjunction  with 
the  streamlined  approval  process  for  generics  (under  the  Waxman-Hatch  Act  of  1984)  has 
increased  the  generic  share  of  U.S.  prescriptions  from  15  percent  in  1983  to  30  percent  in  1989 
(with  a  50-percent  share  anticipated  by  1995).'  This  trend  is  likely  to  continue  as  2{X)  additional 
drugs  lose  patent  protection  in  the  1990s.' 

Manufacturers  are  responding  to  current  market  pressures  by  pricing  new  product  introductions 
significantly  below  the  market  leader.  Launch  prices  in  1991-1992  were  on  average  14  percent 
below  the  market  segment  leader  according  to  a  study  by  Boston  Consulting  Group.'  Thus,  so- 
called  "me-too"  drugs,  which  have  been  criticized  in  the  past  for  offering  little  therapeutic 
advance,  have  become  a  powerfiil  force  in  stimulating  price  competition. 


Cost  of  drug  discovery  and  development 

Pharmaceutical  economics  studies  indicate  that  the  average  cost  of  research  and  development 
(R&D)  per  new  drug  marketed  in  the  United  States  increased  from  $54  million  in  1976  to  $231 
million  in  1987.'  The  Office  of  Technology  Assessment  recently  has  estimated  the  cost  of  R&D 
to  be  $359  million  per  new  drug  marketed  in  1990.'  At  least  two  factors  appear  to  have 
contributed  to  this  exceptionally  rapid  increase  in  drug  R&D  costs. 

First,  the  drug  approval  process  became  much  more  costly  in  the  1980s.  The  average  number 
of  clinical  trials,  of  patients  included  in  clinical  trials,  and  of  pages  submitted  to  the  Food  and 
Drug  Administration  per  new  drug  application  have  more  than  doubled  from  1981-1984  to 
1989-1992.'" 


'  The  Boston  Consulting  Group,  The  Changing  Environment  for  U.S.  Pharmaceuticals,  April  1993, 
p.  2. 

'  The  Boston  Consulting  Group,  September  1993,  p.  14. 

'  The  Boston  Consulting  Group,  April  1993,  p.  2. 

'  Ibid.,  p.  1. 

'  Ibid.,  p.  40. 

'   Office  of  Technology  Assessment,  Pharmaceutical  R&D:    Costs,  R&D  and  Rewards,  February 
1993,  p.  69. 

'°  The  Boston  Consulting  Group,  April  1993,  pp.  33-34. 
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Second,  the  development  of  biotechnology  has  made  it  possible  to  attack  more  complicated 
diseases.  Two-thirds  of  drugs  currently  under  development  are  aimed  at  chronic  diseases  that 
typically  are  more  complex  and  require  lengthier  and  more  expensive  human  trials." 

Massive  R&D  expenditures,  however,  do  not  guarantee  successful  products.  In  a  1990  study. 
Professors  Grabowski  and  Vernon  found  that  fewer  than  one-third  of  drugs  launched  actually 
earned  enough  to  recover  their  R&D  costs. '^  As  observed  by  Prof.  Michael  Scherer,  'drug 
development  has  become  a  high-stakes,  high-risk  game.  *" 


Industry  restrueturing 

The  tightening  of  cost  controls  in  drug  distribution  channels  has  limited  the  annual  rate  of 
increase  in  the  Producer  Price  Index  for  prescription  drugs  to  4.7  percent  in  the  year  ending  with 
the  second  quarter  of  1993,  while  pharmaceutical  R&D  is  increasing  at  an  annual  rate  of  over 
13  percent.  With  costs  rising  faster  than  prices,  drug  manufacturers'  profit  margins  have  been 
squeezed.  Pharmaceutical  stocks  have  fallen  by  $90  billion  in  the  18  months  ending  June  30, 
1993. 

Manufoctuners  have  responded  to  these  new  market  realities,  particularly  over  the  last  few  years, 
by  reducing  employment  and  by  spreading  the  costs  and  risks  of  drug  development  through 
mergers,  joint  ventures,  and  strategic  alliances."  With  the  pace  of  industry  restructuring 
further  accelerating  in  1993,  few  industries  are  undergoing  more  rapid  change  today  than 
pharmaceuticals. 


n.        FINANCIAL  TRENDS  IN  THE  PHARMACEUTICAL  INDUSTRY,  1989-1993 

This  ch^ter  documents  recent  financial  trends  in  the  pharmaceutical  industry  including  revenues, 
pricing,  research  and  development,  employment,  profitability,  and  stock  market  performance. 


A.        Revenues  and  Pricing 

J.        Revenues 

The  annual  growth  in  U.S.  sales  of  pharmaceutical  products  has  declined  in  each  year  since 
1990.  Member  companies  of  the  Pharmaceutical  Manufacturers  Association  (PMA)  report  a 
drop  in  annual  sales  growth  from  17.7  percent  in  1990  to  an  estimated  11.1  percent  in  1993  (see 
Figure  n.A-1)." 


"  Ibid.,  p.  32. 

"   H.G.  Grabowski  and  J.M.  Vernon,  "A  New  Look  at  the  Returns  and  Risks  to  Pharmaceutical 
R&D"  Management  Science,  July  1990. 

"    F.M.  Scherer,  "Pricing,  Profits,  and  Technological  Progress  in  the  Pharmaceutical  Industry," 
Jountai  of  Economic  Perspectives,  Summer  1993,  p.  99. 

"  The  Boston  Consulting  Group,  April  1993,  pp.  41-43. 

"   Pharmaceutical  Manufacturers  Association,  Annual  Survey  Report  1993  (Drcfi).    A  list  of  PMA 
member  companies  is  included  in  Appendix  A. 
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Table  ILA-1  -  U.S.  Sales  of  Pharmaceutical  Companies,  1989-1993 

[PMA  Member  Companies;  Dollar  amounts  in  billions] 


L 


Item 


1989      I 


1990 


Sales   h/ 
Percent  Change 


$33.3 
13,7% 


$39.2 
17.7% 


I      1991 


1992  a/ 


1993  a/ 


$45.3 
15.6% 


$51.3 
13.2% 


$57.0 
11.1% 


Figure  ILA-1  —  Annual  Growth  in  U.S.  Pharmaceutical 
Sales,  1989-1993 
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1993  a/ 


a/  Data  for  1992  and  1993  are  estimates. 

b/  Sales  data  include  human-use  and  veterinaiy-use  ethical  pharmaceuticals  sold  within  the  U.S.  by  both 

U.S.-owned  and  foreign-owned  FMA  members.  PMA  member  firms  account  for  90  percent  of  sales  in  the  U.S. 

market 


Source:  Pharmaceutical  Manu&cturers  Association 
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2.         Prices 

Phamuceutical  prices  recently  have  been  a  source  of  controversy.  The  most  commonly  cited 
indicator  of  phannaceutical  prices  is  the  producer  price  index  for  prescription  drugs 
(PPI-Prescription  Drugs)  published  by  the  U.S.  Bureau  of  Labor  Statistics  (BLS).  Critics  of 
pharmaceutical  industry  pricing  argue  that  the  producer  price  index  for  prescription  drugs  has 
increased  much  more  rapidly  than  the  producer  price  index  for  all  commodities.  As  discussed 
below,  the  most  recently  available  data  indicate  that  this  criticism  is  not  valid  in  the  current 
market. 

A  large  body  academic  research  has  found  that  the  producer  price  index  for  prescription  drugs 
significantly  overestimates  the  actual  rale  of  price  increase."  The  bias  in  the  PPI-Prescription 
Drugs  index  results  from  two  factors: 

•  The  BLS  samples  pharmaceuticals  for  inclusion  in  its  PPI  infrequently  (once  every  5  to 
6  years).  Drugs  introduced  less  than  two  years  before  the  sample  period  (including  drugs 
introduced  during  the  sample  period)  itre  excluded.  This  results  in  undersampling  of  new 
products,  which  historically  are  subject  to  smaller  price  increases  than  mature  products. 
A  recent  study  estimates  that  undersampling  of  new  drugs  has  caused  the  PPI  to  overstate 
the  actual  increase  in  prescription  drug  prices  by  41  percent." 

•  The  PPI  treats  generic  products  entering  the  market  after  expiration  of  patent  protection 
as  new  drugs  rather  than  lower-price  substitutes  of  branded  products.  Professor  Scherer 
estimates  that  this  caused  the  PPI-Prescription  Drugs  to  be  overstated  by  as  much  as  1.2 
percent  per  year  during  the  1980s." 

In  light  of  these  studies,  BLS  will  substantially  revise  the  construction  of  its  index  for 
prescription  drugs  beginning  in  January  1994."  The  BLS  will  update  its  sample  every  two 
years  rather  than  every  5-6  years  and  will  increase  the  number  of  drugs  sampled  from  4(X)  to 
12(X).  The  BLS  also  will  attempt  to  obtain  more  accurate  reporting  of  "net  transaction  prices." 

Currently,  companies  in  the  BLS  survey  sometimes  report  list  prices  rather  than  actual  selling 
prices,  which  reflect  discounts  received  by  buyers. 

In  an  attempt  to  adjust  for  some  of  the  flaws  in  the  BLS  methodology,  IMS  America,  a  market 
research  firm,  has  constructed  its  own  pharmaceutical  price  index  using  data  on  drugstore  and 
hospital  pharmaceutical  acquisition  prices.  IMS  America  annually  updates  its  sample  of 
pharmaceuticals  and  attempts  to  take  account  of  discounts  (but  not  rebates).  Like  the  Bureau 
of  Labor  Statistics,  IMS  America  treats  generics  as  new  drugs  rather  than  as  lower-priced 
substitutes  for  branded  products. 

The  IMS  America  phannaceutical  index  shows  slower  growth  in  prescription  drug  prices  than 
the  BLS.  Since  19i90,  the  annual  increase  in  the  IMS  America  producer  price  of  prescription 
drugs  has  dropped  by  60  percent,  from  8.7  percent  in  1990  to  3.5  percent  for  the  year  ending 
in  Jime  1993."  For  the  twelve-month  period  ending  June  1993,  the  IMS  America 
pharmaceutical  index  increased  by  2.6  percentage  points  less  than  Consumer  Price  Index  for 
medical  care,  and  only  0.4  percentage  points  more  than  the  increase  in  the  CPI  for  all  items  (see 
Figure  n.A-2). 


"  For  a  detailed  analysis,  see  (I)  Bemdt,  Griliches  and  Rosea,  Auditing  the  Producer  Price  Index: 
Micro  Evidence  From  Prescription  Pharmaceutical  Preparations,  Journal  of  Business  and  Economic 
Statistics,  July  1993;  and  (2)  Griliches  and  Cockbum,  Generics  and  New  Goods  in  Pharmaceutical  Price 
Indexes,  Working  Paper  No.  4272,  National  Bureau  of  Economic  Research,  February  1993. 

"  Berndt,  Griliches,  and  Rosea,  op.  cit.,  and  an  unpublished  updated  version  of  this  study  by  the 
same  authors. 

"  F.M.  Scherer,  Pricing,  Profits  and  Technological  Progress  in  the  Pharmaceutical  Industry,  Journal 
of  Economic  Perspectives,  Summer  1993,  p.  102. 

'•  Conversations  with  BLS  economists,  October  1993. 

"  IMS  America,  Pharmaceutical  Pricing  UPDATE,  Vol.  1  No.  1  and  conversations  with  IMS 
America,  October  1993. 
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Table  ILA-2  -  Change  in  Price  Indices,  1989-1993 

[Goods  Manu&ctured  in  the  U.S.;  Percentage  changes  from  December  to  December  excq>t  as  noted] 


1                   Index                   1 

1989     1 

1990     1 

1991     1 

1992     1 

1993  a/  1 

Percent  Change 

IMS  (Prescription  Dnigs)  W 

8.0% 

8.7% 

7.3% 

5.5% 

3.5% 

PPI-Prescription  Drags 

9.5% 

8.1% 

7.8% 

6.4% 

4.7% 

PPI-Finished  Goods 

4.9% 

5.7% 

-0.1% 

1.6% 

2.0% 

CTI-All  Items 

4.6% 

6.1% 

3.1% 

2.9% 

3.1% 

CPI-Medical  Care 

8.5% 

9.6% 

7.9% 

6.6% 

6.1% 

Figure  ILA-2  -  Percent  Change  in  Price  Indices,  1989-1993 


10.0% 


8.0% 


6.0% 


4.0% 


2.0% 


0.0% 


Medical  Cm 


-2.0% 


PPI-rinUhed  Goods 


1989 


1990 


1991 


1992 


1993  a/ 


a/  Percentage  changes  for  1993  are  &om  the  second  quarter  of  1992  to  the  second  quarter  of  1993. 
b/  For  1989-1992,  percentage  changes  are  from  the  fourth  quarter  to  the  fourth  quarter. 

Source:  BLS;  IMS  America;  Pharmaceutical  Pricing  UPDATE 
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B.        Research  Expenditures 

The  most  accurate  and  timely  data  on  phannaceutica]  research  and  development  (R&D) 
expenditures  come  from  the  annual  industry  survey  conducted  by  the  Pharmaceutical 
Manufacturers  Association.  The  PMA  survey  is  distributed  to  all  member  companies,  including 
the  U.S.  subsidiaries  of  foreign  pharmaceutical  companies,  representing  over  90  percent  of 
pharmaceutical  sales  in  the  U.S.  market.  The  survey  requests  data  regarding  U.S.  and 
worldwide  pharmaceutical  R&D  expenditures. 

Other  sources  of  information  on  pharmaceutical  R&D,  such  as  the  National  Science  Foundation 
(NSF)  and  the  Office  of  Technology  Assessment  (OTA),  have  a  number  of  drawbacks.  First, 
the  most  recent  NSF  data  is  for  1989.  Second,  the  NSF  reports  R&D  expenditures  on  a 
firmwide  basis  only.  If  a  firm's  primary  line  of  business  is  pharmaceuticals,  as  defined  by  its 
Standard  Industrial  Classification  (SIC)  code,  all  of  its  R&D  (including  nonpharmaceutical  R&D) 
is  classified  as  pharmaceutical  R&D.  Conversely,  the  NSF  does  not  classify  within  the 
pharmaceutical  industry  pharmaceutical  research  performed  by  firms  whose  primary  line  of 
business  is  other  than  pharmaceuticals.  The  OTA  R&D  data  (based  on  financial  statements)  is 
available  only  through  1990  and  does  not  separate  domestic  from  worldwide  research. 
Moreover,  OTA  excludes  foreign-owned  U.S.  pharmaceutical  companies. 

PMA  member  companies  will  spend  an  estimated  $12.6  billion  on  worldwide  pharmaceutical 
R&D  in  1993,  of  which  $10.3  bUlion  (82  percent)  is  estimated  to  be  performed  in  the  United 
States.  U.S.  R&D  expenditures  have  grown  at  an  average  annual  rate  of  16  percent  per  year 
ft-om  $1.5  billion  in  1980  to  a  projected  $10.3  bilUon  in  1993.  Phannaceutica]  R&D 
expenditures  currently  are  estimated  to  be  increasing  at  a  13  percent  rate  in  the  United  States. 

U.S.  research  and  development  expenditures  increased  much  more  rapidly  than  sales  during  the 
1980s,  rising  from  11.7  percent  of  domestic  sales  in  1980  to  16.5  percent  in  1989.  Despite 
slowing  sales  growth  since  1989,  domestic  R&D  in  1993  is  estimated  to  have  reached  16.7 
percent,  exceeding  its  previous  peak  of  16.5  percent  of  sales  (see  Figure  n.B-l).  The 
pharmaceutical  industry  spends  more  on  R&D  relative  to  sales  than  any  other  industry  in  the 
United  States  except  computers.^'  Thus,  these  data  indicate  that  the  pharmaceutical  industry 
has  maintained  its  commitment  to  research  despite  an  increasingly  difficult  economic 
environment. 


''  Based  on  three-digit  industry  information  available  from  the  National  Science  Foundation  for  1989. 
See,  National  Science  Foundation,  Research  and  Development  in  Industry:  1989. 
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Table  ILB-1  -  R&D  and  Sales  of  the  Pharmaceutical  Industry,  1980-1993 
[PMA  Member  Companies;  Dollar  amounts  in  billions] 


1        Item       1 

1980     1 

1989     1 

1990     1 

1991      i 

1992  a/  1 

1993  a/   1 

United  SUtet 

R&D 

$1.5 

$6.0 

$6.8 

$7.9 

$9.1 

$10.3 

Sales  b/ 

13.2 

36.5 

42.6 

48.8 

55.5 

61.6 

Woridwide  d 

KAD 

2.0 

7.3 

8.4 

9.7 

11.1 

12.6 

Sales 

22.5 

50.1 

59.1 

67.5 

76.5 

84.9 

R&D  as  percent 

of  Sales 

U.S. 

11.7% 

16.5% 

16.0% 

16.3% 

16.4% 

16.7% 

Worldwide 

8.8% 

14.6% 

14.3% 

14.4% 

14.6% 

14.8% 

Figure  DLB-l  -  R&D  as  Percent  of  Sales,  1980-1993 


20.0% 


15.0% 


10.0% 


5.0% 


0.0% 


Domestic 


Worldwide 


O  -" 


a/  Data  for  1992  and  1993  are  estimates. 

b/  Includes  exports. 

c/  Includes  'R&D  and  sales  by  U.S.-owned  foreign  afQliates. 

Source:  Pharmaceutical  Manufacturers  Association 
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C.        Employment  and  Restructuring 

In  1992,  the  phannaceutical  preparations  industry  (SIC  code  2834)  employed  over  210,000 
persons  in  the  United  States.^  The  rate  of  employment  growth  dropped  from  3.1  percent  in 
1990  and  4.6  percent  in  1991  to  only  1.8  percent  in  1992,  when  net  employment  increased  by 
less  than  3,000  (see  Figure  H.C-l). 

The  anemic  growth  in  phannaceutical  employment  has  in  part  been  due  to  an  unprecedented 
period  of  corporate  restructuring  within  the  industry.  Over  the  last  two  years,  in  response  to 
the  changing  market  environment,  major  pharmaceutical  companies  have  announced  job 
reductions  totalling  30,250  employees  -  27,000  in  the  last  year  (see  Table  n.C-2). 

These  extensive  job  reductions  have  allowed  the  industry  to  lower  its  cost  structure.  Labor  costs 
have  fallen  from  15.7  percent  of  sales  in  1989  to  13  percent  in  1991.^ 

The  industry  also  has  responded  to  current  market  conditions  through  mergers  and  acquisitions 
as  well  as  strategic  alliances  and  cooperative  agreements.  Over  the  last  10  years,  27  major 
mergers  and  acquisitions  and  joint  ventures  have  occurred  (20  since  1988)  (see  Table  n.C-3). 
Pharmaceutical  companies  also  have  used  strategic  alliances  and  cooperative  agreements  to  share 
R&D  expertise  and  spread  risks,  entering  into  approximately  300  such  arrangements  per  year 
since  1990." 


^  Employment  data  are  from  the  ES-202  program  of  the  U.S.  Bureau  of  Labor  Statistics  (BLS)  and 
pertain  to  companies  classified  within  the  pharmaceutical  preparations  industry  (SIC  code  2834).  The 
Bureau's  ES-202  program  collects  data  from  establishments  on  employment  and  wages  by  mdustry, 
covering  98  percent  of  total  wage  and  salary  civilian  employment  in  1991.  The  BLS  also  conducts  a 
household  survey  of  employment.  For  1992,  the  household  survey  reported  drug  industry  (SIC  code  283) 
employment  of  317,000  (daU  at  the  SIC  code  2834  level  of  detail  Is  not  available  from  the  household 
survey). 

°  hunauoUbe  Census,  Annual  Survey  of  Manufactures,  1989-1991. 
"  The  Boston  Consulting  Group,  April,  1993,  p.  43. 
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Table  ILC-1  -  Employment  in  the  Pharmaceutical  Industry,  1989-1992 

[SIC  2834  Companies] 


Item 

1989 

1990 

1991 

1992 

Employment  (thousands) 
Percent  Change 


192.2         198.0         207.1  210.9 

1.7%         3.1%         4.6%  1.8% 


5.0% 


4.0% 


3.0%- 


2.0% 


1.0%- 


0.0% 


Figure  ILC-1  -  Change  in  Employment,  1989-1992 


•f-^mcp: 


mm^ 


.1-- 
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y^ 


1989 


1990 


1991 


1992 


Source:  ES-202  Program  at  BLS 
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Table  ILC-2  -  Pharmaceutical  Company  Restructuring,  1991-1993 

[PMA  Member  Companies] 


Company 


Job 
Reductions 


Warner-Lambert 

Upjohn 

Bristol-Myers  Squibb 

Syntex 

Searle 

Ciba-Geigy 

Rhone-Poulenc  Rorer 

Marion  Merrell  Dow 

Merck 

Johnson  &  Johnson 

Bristol-Myers  Squibb 

EULiUy 

Pfizer 

Upjohn 

American  Cyj^nflini^ 

Total 


Sotutes:  PMA,  Smith  Barney  Shearson,  Wall  Street  Journal 


2,700 

500 

2.200 

1,600 

2,250 

600 

400 

1,300 

2,100 

3,000 

2,600 

4,000 

3,000 

1,500 

2.500 

30,250 


Date 
Aimounced 


Oct-91 

Sep-92 

Oct-92 

Oct-92 

Nov-92 

May-93 

Jun-93 

Jul-93 

Jul-93 

Aug-93 

Sep-93 

Oct-93 

Oa-93 

Oct-93 

Oct-93 


Table  n.C-3  —  I%armaceutical  Industry  Mergers  and  Acquisitions,  1983-1993 


Mergers  &  Acquisitions  by  U.S.  Pharmaceutical 
Companies 

Mergers  &  Acquisitions  by  Foreign  Companies 

Year 

Pharmaceuticals 

Year 

Pharmaceuticals 

1993 
1993 
19S9 
1989 
1989 
1989 
1989 
1988 
1986 
1985 
1985 

Marion  Merrell  Dow  and  Rugby 

Merck  and  Medco 

American  Home  and  A.H.  Robins 

Bristol-Myers  and  Squibb 

Dow  and  Marion 

Merck  and  DuPont  (joint  venture) 

Merck  and  Johnson  &.  Johnson  (joint  venture) 

Kodak  and  Sterling 

Schering-Plough  and  Key 

Monsanto  and  Searle 

Rorer  and  USV/Armour 

1991 
1990 
1983 

Beecham  and  SmithKline 
Boots  and  Flint 
Rhone-Poulenc  and  Rorer 

Year 

Biotechnology 

Year 

Biotechnology 

1993 
1991 
1990 
1990 
1989 
1986 
1985 

American  Cyanamid  and  Immunex 
American  Home  and  Genetics  Institute 
Abbott  and  Damon  Biotech 
Baxter  and  BioResponse 
American  Cyanamid  and  Praxis 
Eli  Lilly  and  Hybritech 
Bristol-Myers  and  Genetic  Systems 

1991 
1991 
1990 
1990 
1989 
1989 

Boehringer  Mannheim  and  Microgenics 

Sandoz  and  SyStemix 

Schering  A.G.  and  Codon                            | 

Roche  and  Genentech 

Chugay  and  GenProbe 

Fujisawa  and  Lyphomed 

Source:  Updated  from.  The  Boston  Consulting  Group,  The  Changing  Environment  for  U.S.  Pharmaceuticals  (April 
1993)  p.  42. 
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D.        Profits 

The  U.S.  Bureau  of  the  Census  Quarterly  Financial  Report  (QFR)  contains  income  statement 
and  balance  sheet  information  from  quarterly  financial  reports  of  both  publicly-traded  and  private 
corporations.  The  most  detailed  pharmaceutical  industry  data  in  the  QFR  is  at  the  three-digit 
industry  level  (SIC  code  283  -  Drugs)." 

Accounting  rates  of  return,  such  as  contained  in  the  QFR,  must  be  used  cautiously  because  they 
significantly  overstate  the  pharmaceutical  industry's  profitability.  Professor  Scherer  observes:" 

Under  standard  accounting  practice,  R&D  and  new  product  marketing  outlays, 
both  of  which  are  atypically  high  in  pharmaceuticals,  are  written  off  as  current 
expenses.  Since  both,  and  especially  R&D,  affect  revenues  for  many  years  to 
come,  it  would  be  more  accurate  in  principle  to  c^italize  the  outlays  and  then 
depreciate  them  over  appropriate  time  periods.  Otherwise,  the  rate  of  return  on 
'investment*  is  calculated  using  an  asset  base  that  improperly  excludes 
accumulated  intangible  R&D  and  marketing  capital.  Accounting  figures  tend  to 
overstate  the  true  rate  of  return  on  investment  under  these  conditions.  Most 
studies  attempting  to  correct  for  this  accounting  bias  have  reached  the  same 
conclusion:  rqxnted  drug  company  returns  on  stockholders'  equity  are 
overstated...  . 

After  reviewing  six  studies,  the  Office  of  Technology  Assessment  concluded  that  'they 
consistently  find  that  correcting  pharmaceutical  industry  profit  rates  for  investment  in  intangible 
capital  reduces  rates  of  return  by  roughly  20  to  25  percent."" 


i.         Pre-tax  profitability 

After  many  years  of  rising  profits,  the  pharmaceutical  industry  experienced  a  decline  in  profits 
from  $13.6  billion  in  1991  to  $13.1  billion  in  1992.  From  1991  to  1992,  the  industry's  return 
on  assets  (ROA)  fell  ftt)m  17.0  to  14.5  percent,  and  its  return  on  equity  (ROE)  dropped  firom 


"  The  QFR  contains  the  most  up-to-date  information  on  industry  profitability.  The  QFR  does  not, 
however,  contain  any  business  segment  reporting.  Diversified  companies  are  classified  within  the 
industry  that  represents  the  largest  portion  of  their  business.  As  a  result,  the  data  are  affected  by  merger 
and  acquisition  activity.  For  example,  when  a  pharmaceutical  company  is  acquired  by  a  firm  primarily 
engaged  in  another  line  of  business,  the  QFR  wUI  show  a  contraction  within  the  pharmaceutical  industry. 


"  F.M.  Scherer,  op.  cU.,  p.  104  (emphasis  in  original). 
Office  of  Technology  Assessment,  op.  cii.,p.  96. 
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33.9  to  30.8  percent."     Profits  rd>ounded  during  the  first  quarter  of  1993  but  have 
subsequently  dropped  back  to  1992  levels  (see  Table  D.D-l). 


2.        After-tax  proJUabUity 

After-tax  profits  in  the  pharmaceutical  industry  dropped  from  $10.1  billion  in  1991  to  $9.5 
billion  in  1992  after  many  years  of  steady  increase.  Over  the  1991-1992  period,  the  after-tax 
return  on  assets  fell  from  12.7  to  10.5  percent,  and  the  after-tax  rate  of  return  on  equity  fell 
from  25.2  to  22.3  percent  (see  Figure  n.D-2). 

The  recent  drop  in  pharmaceutical  industry  profitability  is  particularly  significant  in  view  of  the 
widely  reportal  conclusion  of  the  Office  of  Technology  Assessment  (OTA)  that,  for  drugs 
introduced  in  1981-83,  average  profits  exceeded  the  amount  necessary  to  compensate  investors 
for  development  costs.  OTA  estimated  that  the  present  value  of  after-tax  profits  ($230  million) 
exceeded  the  present  value  of  after-tax  R&D  costs  ($194  million)."  Thus,  according  to  the 
OTA  study,  a  15.7  percent  (S36  million/$230  million)  drop  in  after-tax  profits  per  drug  would 
be  requiTMl  to  eliminate  "excess"  profits  within  the  industry.  The  pharmaceutical  industry's 
quarterly  financial  reports  show  that  after-tax  profitability  has,  in  fact,  dropped  by  more  than 
15.7  percent  from  1990  to  1992  (as  measured  either  by  the  rate  of  return  on  assets  or  the  gross 
margin).  Thus,  the  most  recent  pharmaceutical  industry  profitability  data  suggest  that  any 
"excess"  profits  are  disappearing." 


^  The  industry's  return  on  equity  has  fallen  less  dramatically  than  its  return  on  assets  as  a  result  of 
increased  debt  financing. 

^  OTA,  op.  cU.,  p.  93.  Net  present  value  is  calculated  with  a  9.9  percent  cost  of  capital  and 
expressed  in  1990  dollars. 

"  Updating  the  OTA  analysis  to  current  marlcet  conditions  would  require  revising  numerous  financial 
and  economic  assumptions  incorporated  in  their  model.  Such  an  analysis  is  beyond  the  scope  of  this 
report.  Nevertheless,  the  decline  in  pharmaceutical  industry  profitability  since  the  OTA  Report  was 
completed  strongly  suggests  that  the  Report's  conclusions  no  longer  reflect  industry  conditions. 
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Table  BLD-l  -  Pre-Tju  ProHt  Measures,  1989-1993 

[SIC  283;  Dollar  amounts  in  billions] 


Item 


1989 


1990 


1991 


1992 


1993  a/ 


.QL 


JSI 


3 


Financial  Data 

Pre-Tax  Income 
Net  Sales 
Total  Asrets 
Equity 
Profit  Measures 
Gross  Margin 
ROA 
ROE 


S10.3 
51.3 
62.2 
30.6 


S12.2 

59.1 
73.2 
36.2 


20.2%  20.6% 

16.6%  16.6% 

33.8%  33.6% 


S13.6 
67.1 
80.2 
40.2 

20.3% 
17.0% 
33.9% 


$13.1 
73.6 
90.1 
42.6 

17.8% 
14.5% 
30.8% 


$4.1 
19.6 
94.2 
42.3 


S3.4 
19.5 
95.9 

42.4 


21.1%  17.3% 

17.6%  14.1% 

39.1%  31.8% 


Figure  ILD-1  -  Pre-Tax  Profit  Measures,  1989-1993 
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a/  Quanerly  measures  of  ROA  and  ROE  are  calculated  using  income  on  an  annualized  basis. 
Source:  Bureau  of  the  Census 
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Table  ILD-2  -  After-Tax  Profit  Measures,  1989-1993 

[SIC  283;  Dollar  amounts  in  billions] 


Item 

1989 

1990 

1991 

1992 

1993  a/ 

01       1 

92 

Financial  Dau 

After-Tax  Income 

J7.7 

$9.3 

JlO.l 

$9.5 

$3.1 

$2.6 

Net  Sales 

51.3 

59.1 

67.1 

73.6 

19.6 

19.5 

Total  Assets 

62.2 

73.2 

80.2 

90.1 

94.2 

95.9 

Equity 

30.6 

36.2 

40.2 

42.6 

42.3 

42.4 

Profit  Measures 

Gross  Margin 

15.1% 

15.8% 

15.1% 

12.9% 

15.7% 

13.3% 

ROA 

12.4% 

12.7% 

12.7% 

10,5% 

13.1% 

10.8% 

ROE 

25.3% 

25.7% 

25.2% 

22.3% 

29.1% 

24.5% 

Figure  II.D-2  -  After-Tax  Profit  Measures,  1989-1993 
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a/  Quarterly  measures  of  ROA  and  ROE  are  calculated  using  income  on  an  annualized  basis. 
Source:  Bureau  of  the  Census  
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E.        Stock  Market  Indicators 

Standard  &  Poors  (S&P)  reports  two  stock  market  indices  for  the  phannaceuticals  industry: 
S&P  Healthcare-Drugs  and  S&P  Healthcare-Diversified.  The  S&P  Healthcare-Drugs  index 
is  comprised  of  six  major  pharmaceutical  companies  that  have  little  nonpharmaceutical  activity. 
The  S&P  Healthcare— Diversified  index  includes  seven  large  pharmaceutical  companies  that  have 
significant  nonpharmaceutical  operations  (such  as  medical  devices  and  consumer  products)." 
In  this  section,  the  two  S&P  indices  are  used  to  gauge  the  stock  market  performance  of  the 
pharmaceutical  industry. 


/.         Stock  prices 

Over  the  last  five  years,  pharmaceutical  companies  have  underperformed  the  overall  stock 
market  as  measured  by  the  S&P  500:  From  1989  through  the  second  quarter  of  1993,  the  Drugs 
index  and  the  Diversified  index  show  a  cumulative  gain  of  23  and  25  percent,  respectively,  as 
compared  to  28  percent  for  the  S&P  500  (See  Figure  D.E.-l).  Drugs  stocks  have  performed 
particularly  poorly  since  1991:  the  Drugs  index  lost  22  percent  of  its  value  in  1992  and  declined 
at  an  aimual  rate  of  25  percent  in  the  first  half  of  1993,  as  compared  to  gains  in  the  S&P  500 
of  4  and  7  percent  during  the  same  period.  Of  the  72  industries  tracked  by  Standard  &  Poors, 
the  pharmaceutical  industry  was  the  68th  in  terms  of  stock  market  performance  over  the  18 
months  ending  June  30,  1993  (only  computer  systems,  tobacco,  and  retail  store  stocks  lost  a 
larger  fraction  of  their  value). 

The  loss  in  market  value  for  the  13  companies  included  in  the  Drugs  and  Diversified  indices 
amounts  to  $90  billion  over  a  I'A  year  period  (January  1992  through  June  1993). 


2.        Price-to-eamings  ratio 

In  1989,  the  market  valued  pharmaceuticals  stocks  at  over  20  times  earnings,  compared  to  15.5 
times  earnings  for  the  S&P  500  (see  Figure  n.E.-2).  The  32-percent  premium  for 
pharmaceutical  stocks  reflected  investors'  optimism  about  the  industry's  growth  opportunities 
and  allowed  pharmaceuticals  to  attract  capital  at  low  cost. 

By  the  second  quarter  of  1993,  the  market's  assessment  had  completely  reversed:  the  S&P  5(X) 
was  priced  at  23.3  times  earnings,  while  pharmaceutical  stocks  were  valued  at  18  times  earnings 
(17.2  times  earnings  for  diversified  companies).    The  23  percent  discount  for  pharmaceutic^ 


"  The  S&P  Healthcare-Drugs  index  includes  the  stocks  of  Pfizer,  Merck,  Schering-Plough,  Syntex, 
Upjohn  and  Eli  Lilly;  The  S&P  Healthcare-Diversified  index  includes  Abbot  Labs,  American  Cyanamid, 
American  Home  Products,  Bristol-Myers  Squibb,  IMCERA  Group,  Johnson  and  Johnson,  and  Warner- 
Lambert.  The  companies  in  these  two  indices  accounted  for  approximately  70  percent  of  total  sales  of 
publicly-traded  companies  classified  in  the  pharmaceutical  preparations  industry  (SIC  code  2834)  in  1992. 
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Table  ILE-1  -  Pharmaceutical  Stock  Market  Indices,  1989-1993 

(S&P  500  Industry  Indices] 


Index 


1989 


1990 


1991 


1992 


1993  a/ 


Stock  Price  Index  (1989=100) 
Healthcare  -  Drugs 
Healthcare  -  Diversified 
S&P  500 

Percent  Change 
Healthcare  -  Drugs 
Healthcare  -  Diversified 
S&P  500 


100.0 

111.6 

179.5 

140.4 

122.6 

100,0 

117.9 

170.2 

141.6 

124.6 

100.0 

93.4 

118.0 

123.3 

127.5 

35% 

12% 

61% 

-22% 

-25% 

46% 

18% 

44% 

-17% 

-24% 

55% 

-7% 

26% 

4% 

7% 

Figure  ILE-l  -  Stock  Price  Indices,  1989-1993 
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a/  1993  data  are  for  the  2nd  quarter,  percentage  changes  have  therefore  been  annualized. 


Source:  Standard  &  Poor's  Company 
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Table  ILE-2  —  Price  to  Earnings  Ratios  for  the  Pharmaceutical  Industry,  1989-1993 

[S&P  500  Industry  Indices] 


Index 


I      1989     I      1990     I      1991      |      1992     |    1993  aTj 


P/ERatki 

Healthcare  -  Drugs  20.6 

Healthcare  -  Diveisified  20.4 

S&P  500  15.5 
F/E  Ratio  as  Percent  of  S&P  SOO 

Healthcare  -  Drugs  133% 

Healthcare  -  Diversified  132% 

S&P  500  100% 


18.3 

26.7 

20.8 

18.0 

18.8 

24.4 

18.3 

17.2 

15.5 

26.1 

22.8 

23.3 

118% 

102% 

91% 

77% 

121% 

93% 

80% 

74% 

100% 

100% 

100% 

100% 

a/  1993  data  are  for  the  2nd  quarter,  percentage  changes  have  therefore  been  annualized. 


Source:  Standard  &  Poor's  Company 
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stocks  relative  to  the  S&P  500  suggests  the  market  now  expects  pharmaceutical  earnings  to  grow 
more  slowly  on  average  than  other  industries. 


3.         Total  yield 

The  total  shareholder  yield,  i.e. ,  dividends  plus  capital  gain  (or  loss)  as  a  percent  of  shaie  price, 
on  pharmaceutical  stocks  has  substantially  underperformed  the  overall  market  since  1991.  In 
the  first  half  of  1993  alone,  pharmaceutical  stocks  yielded  a  negative  22  percent  rate  of  return 
(21  percent  for  diversified  companies)  as  compared  to  ^  positive  yield  of  10  percent  on  the  S&P 
500  (see  Figure  n.E-3). 


F.         Summary 

Confronted  with  highly  effective  cost  containment  measures  taken  by  large  pharmaceutical 
customers,  drug  manufacturers'  price  increases  have  decelerated  and,  during  the  year  ending  in 
June  1993,  drug  prices  increased  only  0.4  percentage  points  faster  than  the  Consumer  Price 
Index  for  all  items,  and  much  more  slowly  than  the  CPl  for  medical  care."  With  rapidly 
escalating  R&D  costs,  the  moderation  in  drug  prices  has  squeezed  industry  profitability. 
Pharmaceutical  stocks  fell  by  22  percent  in  1992  and  declined  at  an  annual  rate  of  25  percent 
in  the  first  half  of  1993,  resulting  in  a  $90  billion  loss  in  market  value. 

While  avoiding  cuts  in  R&D  effort,  pharmaceutical  companies  have  responded  by  reducing  labor 
costs.  Over  the  last  two  years,  major  pharmaceutical  companies  have  announced  job  reductions 
totalling  30,250  employees.  Pharmaceutical  companies  also  have  responded  to  these  new  market 
conditions  by  relying  more  heavily  on  debt  fmance  and  by  restructuring  their  operations. 
Increasingly,  mergers,  joint  ventures,  and  strategic  alliances  are  being  formed  to  cut  costs  and 
spread  risks. 


Based  on  IMS  America  prescription  drug  price  index  (see  Seaion  II. A.,  supra). 
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Table  ILE-3  -  Total  Yield  of  Pharmaceutical  Stocks,  1989-1993 

[S&P  500  Industry  Indices] 


Index 


I      1989     I      1990     I      1991      |      1992     |    1993  a/   | 


Healthcare  —  Drugs 
Healthcare  -  Diversiiied 

S&P  500 


37%  14% 

49%  21% 

58%  -3% 


63% 
47% 
29% 


-19%  -22% 

-14%  -21% 

7%  10% 


Figure  ILE-3  -  Total  Yield,  1989-1993 
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a/  1993  data  are  for  the  2nd  quarter,  percentage  changes  have  therefore  been  anmialiTwl 


I  Source:  Standard  &  Poor's  Company 
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m.       PROJECTED  EFFECTS  OF  RECENT  LEGISLATION,  1994-1998 

Recent  legislation  will  impose  billions  of  dollars  of  costs  on  the  pharmaceutical  industry  over 
the  next  five  years.  Enacted  in  1990,  Medicaid  rebates  alone  account  for  $10.2  billion  of  costs 
on  the  industry  over  fiscal  1994-1998  period.  Price  controls  on  prescription  drug  sales  to  the 
Veterans  Administration  and  the  Department  of  Defense  are  estimated  to  reduce  industry 
revenues  by  approximately  $0.6  billion.  The  industry  also  will  pay  an  estimated  $0.4  billion  in 
fees  to  the  Food  and  Drug  Administration  in  conjunction  with  new  drug  applications.  In 
addition,  the  revenue  provisions  of  the  Omnibus  Budget  Reconciliation  Act  of  1993  are  estimated 
to  increase  the  pharmaceutical  industry's  tax  liability  by  $3.3  billion." 


A.        Omnibus  Budget  Reconciliation  Act  of  1993 

On  August  10,  1993,  President  Clinton  signed  inU)  law  the  Omnibus  Budget  Reconciliation  Act 
of  1993  (OBRA  1993).  The  Act  combines  tax  increases  and  spending  cuts  that  will  reduce  the 
federal  deficit  by  $4T7  billion  according  to  Congressional  estimates.  The  new  law  is  estimated 
U3  result  in  a  net  increase  in  taxes  of  $241  billion  over  fiscal  years  1994-1998.**  After 
adjusting  earlier  tax  legislation  for  inflation,  OBRA  1993  is  the  second  largest  tax  increase  in 
U.S.  history. 

OBRA  1993  will  raise  pharmaceutical  company  taxes  in  four  ways.  First,  the  Act  limits  the  tax 
credit  for  comparues  with  manufacturing  operations  in  Puerto  Rico  and  other  U.S.  possessions, 
costing  the  industry  an  estimated  $2,410  billion  over  the  five-year  period,  1994-1998.  Second, 
the  Act  increases  the  corporate  income  tax  rate  on  taxable  income  in  excess  of  $10  million, 
resulting  in  an  estimated  $779  million  of  additional  tax  on  pharmaceutical  companies  over  the 


"  To  measure  economic  impact,  a  current  policy  baseline  is  used.  A  current  policy  baseline 
measures  changes  in  spending  or  revenues  relative  to  current  policy  rather  than  current  law.  The 
difference  can  be  illustrated  by  considering,  as  an  example,  the  prescription  drug  user  fee  which  expires 
on  October  I,  1997.  If  the  user  fee  were  to  be  extended  for  an  additional  year,  this  would  be  viewed 
as  a  revenue  increase  under  a  current  law  baseline,  but  would  be  viewed  as  revenue  neutral  under  a 
current  policy  baseline  (because  the  policy  is  unchanged).  In  the  federal  budget,  expenditure  programs 
generally  are  scored  relative  to  a  current  policy  baseline,  while  revenue  measures  are  scored  relative  to 
a  current  law  baseline. 

For  purposes  of  this  report,  the  economic  impact  of  legislation  on  the  pharmaceutical  industry  is 
measured  by  the  amount  of  taxes,  fees,  rebates,  or  discounts  that  the  industry  is  required  to  pay  or  to 
provide  the  government.  As  a  result  of  behavioral  responses  and  market  adjustments,  die  ultimate 
economic  burden  borne  by  shareholders  may  be  more  or  less  than  the  amount  paid  to  the  government. 
To  measure  such  market  adjustments,  one  must  make  numerous  economic  assumptions  that  are  difficult 
to  verify  empirically.  Consequently,  for  purposes  of  this  report,  economic  impacts  are  measured  by  the 
monetary  value  of  transfers  from  companies  to  the  government. 

"  The  Act  contains  tax  increases  of  $277  billion  and  tax  cuts  of  $36  billion,  resulting  in  a  net  tax 
increase  of  $241  billion  over  the  fiscal  year  1994-1998  period. 
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resulting  in  an  estimated  $779  million  of  additional  tax  on  phannaceutica]  companies  over  the 
five-year  period.  Third,  the  Act  increase  the  amount  of  U.S.  research  and  experimental 
expenditures  that  must  be  allocated  to  foreign  source  income,  reducing  foreign  tax  credits  by  an 
estimated  $102  million  over  five  years.  Fourth,  the  Act  will  require  companies  to  pay  current 
U.S.  tax  on  certain  unrqjatriated  foreign  earnings,  at  an  estimated  cost  to  the  pharmaceutical 
industry  of  $17  million  over  five  years. 


/.         Limitation  on  possessions  lax  credit 

a.         Description  of  provision 

Under  OBRA  1993,  U.S.  corporations  claiming  the  possessions  tax  credit  under  section  936 
must  elect  one  of  two  alternative  limitations  r^arding  the  credit  claimed  for  active  business 
income.  The  credit  claimed  with  respect  to  qualified  possessions  source  investment  income  is 
not  affected. 

If  the  taxpayer  elects  the  percentage  limitation,  the  credit  on  active  possessions  business  income 
is  limited  for  taxable  years  beginning  in  1994  to  60  percent  of  the  otherwise  allowable  credit. 
This  limit  decreases  (at  five-percentage-point  intervals)  to  40  percent  for  taxable  years  beginning 
in  1998  and  thereafter.  The  percentage  limitation  must  be  elected  in  the  first  taxable  year 
beginning  after  1993,  and  applies  to  each  of  the  electing  corporation's  affiliated  possessions 
corporations.  The  election  may  be  revoked  without  consent  of  the  IRS;  however,  once  revoked, 
the  taxpayer  is  subject  to  the  economic-activity  limitation. 

Under  the  economic-activity  limitation,  the  credit  on  active  possessions  income  is  limited  to  the 
sum  of:  (1)  60  percent  of  qualified  possessions  compensation  (wages  up  to  85  percait  of  the 
FICA  cap  and  certain  allocable  fringe  benefits  up  to  15  percent  of  qualified  wages);  (2)  the 
applicable  percentage  of  regular  tax  depreciation  claimed  with  respect  to  tangible  property 
located  in  a  possession  and  used  in  the  active  conduct  of  a  trade  or  business;  and  (3)  for 
taxpayers  not  electing  the  profit-split  method,  possessions  income  taxes  (up  to  a  nine-percent 
rate),  attributable  to  nonsheltered  possessions  income.  At  the  election  of  the  taxpayer,  all 
affiliated  possessions  corporations  may  be  treated  as  one  corporation. 

Possessions  income  taxes  attributable  to  nonsheltered  possessions  income  generally  are  deductible 
except  for  taxpayers  electing  the  economic-activity  limitation  that  do  not  use  the  profit-split 
method.   The  credit  described  above,  rather  than  a  deduction,  is  available  for  these  taxpayers. 

Under  the  Act,  a  new  separate  foreign  tax  credit  limitation  category  for  dividends  received  from 
possessions  corporations  is  created  for  purposes  of  computing  the  AMT  foreign  tax  credit. 

Effective  date:  These  provisions  are  effective  for  taxable  years  beginning  after  December  31, 
1993. 


300 


b.         Economic  impact 

Baseline 

The  first  step  in  estimating  the  effect  of  the  section  936  limitation  on  the  pharmaceutical  industry 
over  the  fiscal  year  1994-1998  period  is  to  estimate  "baseline"  credits,  i.e. ,  the  amount  of  credits 
that  would  have  been  claimed  absent  the  changes  in  OBRA  1993. 

The  baseline  vras  estimated  starting  with  the  Joint  Committee  on  Taxation's  (JCT's)  tax 
expenditure  estimate  for  the  possessions  credit.  In  April  1993,  the  JCT  projected  baseline 
possessions  credits  of  $21.5  billion  over  the  fiscal  year  1994-1998  period."  Taking  account  of 
the  corporate  tax  rate  increase,  from  34  to  35  percent,  provided  in  OBRA  1993,  the  JCT 
baseline  is  $22.1  billion  ($21.5  billion  divided  by  34  percent  and  multiplied  by  35  percent)  over 
the  period  (see  Table  m.A.l-l). 

As  the  new  possessions  credit  limitation  applies  only  to  active  income,  baseline  credits  were 
reduced  by  the  projected  amount  of  Qualified  Possessions  Source  Investment  Income  (QPSII). 
Starting  with  the  1988  level  of  QPSn  reported  in  a  1990  Price  Waterhouse  survey  of  possessions 
corporations,  two  adjustments  were  made.'*  First,  the  1988  level  of  QPSn  was  adjusted  by 
the  ratio  of  the  average  three-month  London  Inter-bank  Offer  Rate  (LIBOR)  for  1992  to  the  rate 
for  1988.  Second,  the  adjusted  amount  of  1988  QPSII  was  increased  to  1994-1998  levels 
assuming  the  same  growth  rate  as  used  in  the  JCT's  April  1993  tax  expenditure  estimate.  The 
possessions  credit  attributable  to  passive  income  over  the  fiscal  year  1994-1998  period  was 
estimated  as  35  percent  of  projected  QPSn,  or  $2.1  billion  (see  Table  ffl.A.l-l). 


Subtracting  passive  credits  ($2.1  billion)  from  total  possessions  credits  ($22.1  billion)  yields  an 
estimated  baseline  of  $20.0  billion  of  active  credits  over  the  1994-1998  period.  The 
pharmaceutical  sector  is  estimated  to  account  for  $9.8  billion  (49  percent)  of  active  credits  over 
the  period  (see  Table  HI: A.  1-1)." 


"  Joint  Committee  on  Taxation,  Tax  Expenditure  Estimates,  Fiscal  Years  1994-1998,  JCS-6-93,  April 
22,  1993. 

"  For  a  detailed  discussion  of  this  survey  see.  Price  Waterhouse,  Section  936  and  the  Puerto  Rican 
Economy:  An  Analysis  of  the  Effeas  of  a  Repeal  of  Seaion  936  under  Puerto  Rico's  Present 
Commonwealth  Status,  May  1991. 

"  The  allocation  of  credits  between  the  pharmaceutical  and  other  industries  is  based  on  IRS  data  for 
1989  which  indicate  that  49  percent  of  possessions  credits  were  claimed  by  the  pharmaceuticals  industry. 
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Table  TTT  A.1-1-  Analysis  of  Possessions  Credit  LimiUtion 

[Dollar 

amounts  in 

billions] 

1                                     Item                                    1 

1994     1 

1995     1 

1996     1 

1997      1 

1998     1 

1994-98  1 

BASELINE 

Published  tax  expenditure  for  sec  936  credit  1/ 

$3.90 

S4.10 

$4.30 

$4.50 

$4.70 

$21.50 

Credit  adjusted  for  35%  corporate  tax  rate 

4.01 

4.22 

4.43 

4.63 

4.84 

22.13 

Estimated  credit  on  passive  income 

0.37 

0.40 

0.42 

0.44 

0.47 

2.11 

Estimated  credit  on  active  income 

3.64 

3.83 

4.01 

4.19 

4.37 

20.03 

Pharmaceutical  possessions  corporations 

1.79 

1.88 

1.97 

2.06 

2.14 

9.83 

Other  possessions  corporations 

1.85 

1.95 

2.04 

2.13 

2.22 

10.19 

OBRA  1993 

Reduction  in  active  cedit  2/ 

30.0% 

33.1% 

35.9% 

38.5% 

41.0% 

Pharmaceutical  possessions  corporations 

38.2% 

42.8% 

47.3% 

51.3% 

54.9% 

Other  possessions  corporations 

21.8% 

23.3% 

24.4% 

25.6% 

26.9% 

Static  revenue  estimate 

Liability  basis 

?1.09 

$1.27 

$1.44 

$1.61 

$1.79 

$7.20 

Pharmaceutical  possessions  corporations 

068 

0.80 

0.93 

1.06 

1.18 

4.65 

Other  possessions  corporations 

0.40 

0.45 

0.50 

0.55 

0.60 

2.50 

Receipts  basis  3/ 

,0.44 

1.16 

1.33 

1.51 

1.68 

6J2 

Pharmaceutical  possessions  corporations 

0.27 

0.73 

0.85 

0.98 

1.10 

3.94 

Other  possessions  corporations 

0.16 

042 

0.47 

0.52 

0.57 

2.14 

Joint  Committee  on  Taxation  estimate  4/ 

0.44 

0.91 

0,88 

0,79 

0,74 

3.75 

Allocation  of  JCT  estimate  5/ 

Pharmaceutical  possessions  corporations 

0.27 

0.57 

0.56 

0.52 

0.48 

2.41 

Other  possessions  corporations 

0.16 

0.34 

0.32 

0.28 

0.25 

1.35 

1/ 

Joint  Committee  on  Taxation,  "Tax  Expendihire  Estimates,  Fiscal  Years  1994-1998," 

April  22,  1993. 

2/ 

Based  on  1988  tax  return  information  from  Price  Waterhouse  survey  of  possessions  coipoiations. 

Survey  results  were  weighted  to  reflea  universe  based 

on  1987  data  published  by  IRS. 

Net  of  ofEset  for  Puerto  Rican  UKome  tax  deduction  oi 

credit  allowable  undei 

r 

Senate  bill.  Estimate  includes  consolidation  and  consistency  rules 

3/ 

Based  on  40%/60%  &scal-year  spUt  to  convert  calendar  year  liability  to  fiscal  year  receipts. 

4/ 

Joint  Committee  on  Taxation,  JCX-1 1-93,  August  4, 

993. 

5/ 

Allocation  based  on  pharmaceutical  industry  share  of 

static  estimate. 

Source:  Price  Waterhouse 
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MicrosimuUuion 

Price  Waterhouse  estimated  the  reduction  in  possessions  credits  under  OBRA  1993  based  on  a 
1990  survey  of  possessions  corporations.  For  each  possessions  corporation  included  in  the  1990 
survey,  the  effect  of  the  section  936  limitation  was  simulated  by  determining  the  maximum  credit 
that  could  have  been  claimed  (based  on  1988  tax  return  information)  under  either  the  percentage 
limitation  (as  in  effect  in  each  year  of  the  1994-1998  period)  or  the  economic-activity  limitation. 
In  making  this  calculation,  the  rule  requiring  that  all  members  of  an  'affiliated  group'  elect 
consistentiy  was  taken  into  account. 

A  company's  loss  of  possessions  credits  may  be  offset,  in  part,  by  the  OBRA  1993  provision 
that  permits  a  deduction  (a  credit  in  the  case  of  certain  companies  that  do  not  elect  the  profit- 
split  method)  for  a  pro  rata  portion  of  Puerto  Rican  income  taxes.  To  calculate  the  net  revenue 
effect  of  the  Act,  the  estimated  credit  reduction  was  reduced  by  the  tax  benefit  of  the  deduction 
(or  credit)  for  Puerto  Rican  income  taxes.  This  net  credit  reduction  was  divided  into  active 
credits  to  determine  the  percentage  reduction  attributable  to  the  1993  Act  and  aggregated  for  the 
pharmaceutical  and  nonpharmaceutical  sectors." 

Based  on  the  foregoing  analysis,  the  percentage  reduction  in  active  credits  under  OBRA  1993 
is  estimated  to  increase  from  30  percent  to  41  percent  over  the  1994-1998  period.  In  the 
pharmaceutical  industry,  the  percentage  reduction  increases  from  38  percent  to  55  percent  over 
the  1994-1998  period;  for  nonpharmaceutical  companies,  the  percentage  reduction  increases  from 
22  percent  to  27  percent  over  the  1994-1998  period  (See  Table  m.A.l-l). 

Static  revenue  estimate 

Multiplying  the  percentage  reduction  by  the  baseline  forecast  of  active  credits  yields  a  static 
estimate  of  the  revenue  effect  of  the  possessions  credit  limitation  on  a  calendar-year-liability 
basis.  These  revenue  estimates  were  converted  to  a  fiscal-year  receipts  basis  using  a  40-60 
"fiscal  split"  (i.e. ,  40  percent  of  the  revenue  attributable  to  tax  years  begitming  in  each  calendar 
year  were  assumed  to  be  received  within  the  same  fiscal  year  and  60  percent  in  the  following 
fiscal  year)."     On  a  fiscal-year  receipts  basis,  the  effect  of  the  credit  limitation  before 


"  Individual  company  results  were  weighted  to  be  representative  of  the  universe  of  possessions 
corporations. 

"  Under  the  corporate  estimated  payment  rules,  75  percent  of  1994  tax  liability  of  possessions 
corporations  with  tax  years  ending  in  December  would  be  paid  in  fiscal  1994;  50  percent  would  be  paid 
for  possessions  corporations  with  tax  years  ending  in  January,  February,  or  March;  and  zero  would  be 
paid  for  possessions  corporations  with  tax  years  ending  in  April  and  May  (because  of  the  prior-year 
election)  and  in  June  through  November  (because  no  estimated  payments  would  be  due  in  fiscal  1994). 
Weighting  these  payment-to-liability  ratios  by  the  estimated  revenue  effea  for  each  company  yielded  an 
average  ratio  of  42  percent.   This  was  rounded  down  to  a  40-60  'fiscal  split'  to  be  conservative. 
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behavioral  response  is  estimated  to  be  $6.1  billion,  of  which  $3.9  billion  (64  percent)  is 
attributable  to  the  pharmaceuticzl  industry  (see  Table  HI. A.  1-1)." 

Behavioral  effects 

The  JCT  has  estimated  the  revenue  effect  of  the  possessions  credit  limitation  to  be  $3.75 1  billion 
over  the  fiscal  year  1994-1998  period  -  substantially  less  than  the  static  estimate  of  $6.1  billion 
derived  above.  On  an  annual  basis,  the  JCT's  revenue  estimate  reaches  $871  million  in  fiscal 
year  1996  and  then  declines  to  $82 1  nullion  in  fiscal  year  1997  and  to  $793  million  in  fiscal  year 
1998.  This  decline  occurs  despite  the  fact  that  the  percentage  limitation  is  reduced  from  60  to 
40  percent  over  the  1994-1998  period.  A  declining  revenue  pattern  for  a  provision  which  is 
being  tightened  over  time  indicates  that  the  JCT  believes  taxpayers  will  make  substantial 
behavioral  adjustments  to  mitigate  the  impact  of  the  provision  over  time. 

The  JCT  has  not  published  its  methodology  for  determining  the  behavioral  response  of 
possessions  corporations.  Thus,  it  is  not  possible  to  determine  how  much  of  JCT's  behavioral 
response  is  attributable  to  the  pharmaceutical  industry.  Assuming  that  the  pharmaceutical 
industry's  share  of  the  static  revenue  effect  (64  percent)  is  equal  to  its  share  of  the  behavioral 
response,  the  revenue  raised  by  the  possessions  credit  limitation  from  the  pharmaceutical 
industry  would  be  $2.4  billion  (64  percent  of  $3,751  billion). 

Summary 

The  estimated  revenue  effect  (before  and  after  behavioral  effects)  of  the  possessions  tax  credit 
limitation  on  the  pharmaceutical  industry  is  summarized  in  Table  HI.  A.  1-2,  below.  On  a  static 
basis,  the  additional  tax  burden  on  the  industry  rises  to  over  $1  billion  per  year  by  fiscal  1998. 
After  behavioral  responses,  the  revenue  effect  levels  out  at  about  $0.5  billion  per  year. 

In  interpreting  this  information,  it  is  important  to  note  that  the  dynamic  revenue  estimate 
understates  the  true  economic  impact  for  two  reasons.  First,  the  behavioral  responses  which  the 
JCT  assumes  will  reduce  the  amount  of  revenue  raised  from  the  possessions  tax  credit  (as 
compared  to  the  static  revenue  estimate)  are  not  costless  to  taxpayers.  Companies  that  relocate 
outside  of  the  possessions  or  increase  the  labor  intensity  of  their  possessions  operations  in 
response  to  OBRA  1993  will  incur  costs  that  would  not  otherwise  be  borne.  Thus,  the  actual 
economic  impact  of  the  legislation  will  likely  fall  between  the  static  and  dynamic  (after 
behavioral  response)  revenue  estimates.  Second,  the  full  impact  of  the  percentage  limitation  - 
which  primarily  affects  pharmaceutical  companies  -  does  not  occur  until  1998.  As  a  result,  the 
impact  in  the  five  years  following  1998  is  much  greater  than  in  the  five-year  period  ending  in 
1998. 


"    This  estimate  does  not  take  into  account  any  revenue  raised  by  the  change  in  the  altenutive 
minimiiin  tax  rules  regarding  dividends  from  possessions  corporations. 
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Table  III.A.1-2  -  Economic  Impact  of 
Possessions  Tax  Credit  UmiUtion  on  the  Pharmaceutical  Industry,  FY  1994-1998 

[Billions  of  dollars;  totals  may  Pot  add  due  to  rounding] 


Iton 

1994 

1995 

1996 

1997 

1998 

1994-98 

Static  leveoue  estimile 

$0,270 

$0,730 

$0.K50 

$0,980 

$1,100 

$3,940 

Revalue  e«ilii«le  (after  JCT  behavioral 
response) 

$0,270 

$0,570 

$0.S«0 

$0,520 

$0,480 

$2,410 

Source:    Price  Waterhouse. 


2.         Increase  in  corporate  income  tax  rate 
a.         Description  of  provision 

OBRA  1993  imposed  a  new  tax  rate  of  35  percent  on  corporations  with  taxable  income 
exceeding  $10  million.  In  addition,  corporations  with  taxable  income  in  excess  of  $15  million 
must  "recapture"  the  benefit  of  the  lower  34-percent  rate  bracket  on  the  first  $10  million  of 
income.  The  higher  tax  rate  is  also  applicable  to  net  corporate  capital  gains  income.  The  Act 
did  not  change  the  20-percent  alternative  minimum  tax  rate. 

Effective  Date:  The  effective  date  of  this  provision  is  January  1,  1993.  For  tax  year  1993,  fiscal 
year  taxpayers  must  use  a  "blended"  tax  rate  based  on  the  number  of  days  in  their  taxable  year 
that  faU  after  December  31,  1992. 


b.         Economic  Impact 

According  to  the  Joint  Committee  on  Taxation,  an  additional  $16.4  billion  in  tax  revenue  will 
be  collected  during  the  1994-1998  period  as  a  result  of  the  increase  in  the  corporate  tax  rate. 
A  direct  measure  of  the  additional  tax  payments  of  companies  in  the  pharmaceutical  industry  is 
not  available  from  the  JCT.  It  is  possible,  however,  to  estimate  their  share  of  additional  taxes 
by  apportioning  the  revenue  estimate  on  the  basis  of  the  pharmaceutical  industry's  tax  payments 
under  prior  law. 

The  most  recent  available  data  from  the  IRS  on  corporate  income  tax  payments  by  industry  is 
for  fiscal  year  1990."  Three  adjustments  to  regular  corporate  income  tax  payments  by  industry 


"  IRS,  Statisucs  of  Income  Division.  Qj7)orare  Source  Boo*-;P«?.  The  1990  Source  Book  U  based 
on  corporate  income  tax  returns  for  accounting  periods  ending  within  the  period  July  1,  1990  to  June  30, 
1991. 
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were  made  for  purposes  of  apportioning  the  revenue  effect  of  the  corporate  tax  rate  increase 
between  the  pharmaceutical  and  other  industries. 

First,  r^ular  corporate  income  tax  payments  were  reduced  by  an  estimate  of  the  amount  of 
regular  tax  paid  by  corporations  subject  to  the  alternative  minimum  tax  (AMT).  This  adjustment 
was  made  because  companies  subject  to  the  AMT  generally  would  be  unaffected  by  the  corporate 
rate  increase.*'  According  to  the  most  recent  data  available  from  the  IRS,  in  1990,  37.3 
percent  of  the  total  tax  payments  of  companies  subject  to  AMT  was  minimum  tax  and  62.7 
percent  was  regular  tax."  These  data  were  used  to  exclude  regular  tax  payments  by  AMT 
taxpayers  (see  Table  ni.A.2-1). 


Table  m.A  J-1  -  Corporate  AMT,  1990 

[Dollar  amounts  in  millions;  corporations  with  assets  of  $25  million  or  more) 

lion 

Amount  by  Industry 

Distributioa  by  Industry            | 

Fhannaceutical 

Non- 
Fharmaceutical 

Total 

Fbannacaitical 

Nan- 
Fharmacetiticai 

Total 

Incoiw  subject  to  lu' 

$15,772 

$301,809 

$317,581 

4.97% 

95.03% 

100% 

Total  t«  paid: 
Regular  tax 
AMT 

$5,404 

$5,371 

$33 

$106,961 

$100,377 

$6,584 

$112,365 

$105,748 

$6,617 

4.81% 
5.08% 
0.50% 

95.19% 
94.92% 
99.50% 

100% 
100% 
100% 

Regular  tax  paid  by: 
AMT  taxpayers^ 

Noo-AMT  taxpayers 

$56 

$5,315 

$11,061 

$89,317 

$11,116 
$94,632 

0.50% 

5.62% 

99.50% 

94.38% 

100% 

100% 

'  Cotponte  Source  Book  1990.  SOI  Division.  Interoal  Revenue  Service. 

'  Based  on  data  in  Statistics  of  Income  (SOI)  Bulletin,  Summer  1993,  the  amount  of  regular  tax  paid  by  AMT 
laxpayen  is  assumed  to  equal  to  (62.7/37.3)  times  AMT  payment. 


Source:    Price  Waterhouse 


Second,  corporations  with  taxable  income  of  $10  million  or  less  were  excluded.  This  adjustment 
was  made  because  the  new  35-percent  corporate  tax  rate  does  not  apply  to  companies  with  less 


"  In  principle,  a  number  of  additional  adjustments  should  be  made  to  reflect:  (1)  changes  in  AMT 
status  over  the  1994-1998  period  particularly  in  view  of  the  OBRA  1993  amendments  w  the  adjusted 
current  earnings  preference  item;  and  (2)  the  possibility  that  the  35-percent  corporate  tax  rate  may  push 
companies  out  of  AMT  stams.  The  published  data,  however,  are  not  sufficienUy  detaUed  to  make  these 
adjustments. 

'Statistics  of  Income  (SOI)  Bulletin,  Internal  Revenue  Service,  Summer  1993,  page  76. 
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than  $10  million  of  taxable  income.  The  published  IRS  corporate  tax  data  for  1990  shows  the 
distribution  of  corporate  taxpayers  by  assets  rather  than  taxable  income.  Corporations  with 
assets  of  less  than  $25  million  were  excluded  to  approximate  the  class  of  companies  with  taxable 
income  below  $10  million." 

Third,  pre-credit  corporate  income  tax  liability  was  reduced  by  a  portion  of  the  possessions  and 
foreign  tax  credits.  For  companies  in  an  excess  foreign  tax  credit  position,  an  increase  in  the 
corporate  income  tax  rate  has  no  effect  on  U.S.  tax  imposed  on  foreign-source  income  (this 
income  effectively  is  exempt  from  U.S.  tax).  Consequently,  for  companies  in  an  excess  foreign 
tax  credit  position,  pre-credit  corporate  income  tax  liability  should  be  reduced  by  foreign  tax 
credits  for  purposes  of  analyzing  the  impact  of  a  corporate  tax  rate  increase.  Two-thirds  of 
foreign  tax  credits  were  subtracted  from  pre-credit  corporate  income  tax  liability  to  take  account 
of  excess  credit  companies. 

Similarly,  for  companies  that  are  not  subject  to  the  OBRA  1993  limitations  on  the  possessions 
tax  credit,  an  increase  in  the  corporate  income  tax  rate  has  no  effect  on  U.S.  tax  imposed  on 
possessions  source  income.  Consequently,  for  such  companies,  pre-credit  corporate  income  tax 
liability  should  be  reduced  by  possessions  tax  credits  for  purposes  of  analyzing  the  impact  of  a 
corporate  tax  rate  increase.  Companies  affected  by  the  limitation  in  OBRA  1993,  however,  will 
be  subject  to  U.S.  tax  on  a  portion  of  possessions  corporation  income.  Thus,  a  fraction  of 
possessions  credits  was  not  subtracted  from  pre-credit  corporate  income  tax  liability.  This 
fraction  was  equal  to  the  estimated  percentage  reduction  in  possessions  credits  during  1994-1998, 
as  shown  in  Table  in. A.  1-1. 

Based  on  adjustments  described  above,  the  pharmaceutical  industry's  share  of  regular  corporate 
income  tax  liability  is  estimated  to  increase  from  4.59  percent  in  1994  to  4.93  percent  in  1998. 
These  proportions  were  used  to  estimate  the  pharmaceutica]  industry's  share  of  the  increase  in 
total  revenues  attributable  to  the  corporate  tax  rate  increase  (see  Table  in.A.2-2). 


"  Considering  profiuble  companies  only,  corporations  without  deficits  and  with  assets  between  $10 
million  and  $25  million  had  average  taxable  income  of  less  than  $10  million,  while  corporations  with 
assets  between  $25  million  and  $50  million  had  average  taxable  income  over  $10  million. 
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Table  in.A.2-2  -  Allocation  of  Revenue  Effect  of  Corporat 

[Millions  of  dollars] 

e  Rate  Increase,  FY  1994-1998 

Item 

1994 

1995 

199< 

1997 

1998 

1994-98 

JCT  Reveoue  Estimate' 

$4,404 

$2,808 

$2,943 

$3,080 

$3,186 

$16,421 

Allocation  ratio  before  credits: 
Pbaimaceutical 
Noopharmaceutical 

5.62% 
94.38% 

5.62% 
94.38% 

5.62% 
94.38% 

5.62% 
94.38% 

5.62% 
94.38% 

5.62% 
94.38% 

Allocatioo  ratio  after  credits: 
Pharmaceutical 
Nod  i^iannaceuti  cal 

4.59% 
95.41% 

4.68% 
95.32% 

4.77% 
95.23% 

4.85% 
95.15% 

4.93% 
95.07% 

4.74% 
95.26% 

Revenue  Allocation  by  industry: 
Pfaannaceuti  cal 
Nonphannaceutjcal 

$202 

$4,202 

$131 

$2,677 

$140 
$2,803 

$149 
$2,931 

$157 
$3,029 

$779 
$15,642 

'  Joint  Committee  on  Taxation.  'Estimated  Budget  Effects  of  the  Revenue  Provisions  of  H.R.  2264.  as  agreed  to 
by  the  conferees."  JCX-Il-93.  August  4,  1993. 

Source:    Price  Waterfaouse. 

The  estimated  economic  impact  of  the  corporate  income  tax  rate  increase  on  the  pharmaceutical 
industry  over  the  fiscal  year  1994-1998  period  is  summarized  below. 


Table  III.A.2-3  —  Economic  Impact  of  Corporate  Tax  Rate  Increase 
on  Pharmaceutical  Industry,  FY  1994-19S>8 

[Billions  of  dollars) 


Item 

1994 

1995 

199« 

1997 

1998 

1994-98 

$0,202 

$0,131 

$0,140 

$0,149 

$0,157 

$0,779 

Source:    Price  Wateriiouse. 


3.         Modification  of  allocation  of  research  and  experimental  expenditures 

a.         Description  of  provision 

OBRA  1993  temporarily  reinstated  the  special  allocation  rules  for  research  and  experimental 
(R&E)  expenses  between  U.S.  and  foreign  source  income.  Under  the  Act,  50  percent  (rather 
than  64  percent  under  prior  law)  of  U.S. -incurred  R&E  expense  is  directly  allocated  to  U.S. 
source  income.   Similarly,  50  percent  of  foreign-incurred  R&E  expense  is  directly  allocated  to 
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foreign  source  income.  In  each  case,  as  under  prior  law,  the  remaining  portion  is  allocated 
either  under  the  gross  sales  or  the  gross  income  method.  If  the  gross  income  method  is  used, 
then  the  amount  of  R&E  expenditure  allocated  to  foreign  source  income  can  be  no  less  than  30 
percent  of  the  amount  that  would  have  been  apportioned  had  the  gross  sales  method  been  elected. 

Effective  Date:  This  provision  applies  to  the  first  taxable  year  after  August  1,  1993,  that  begins 
on  or  l>efore  August  1,  1994.  Under  OBRA  1993,  a  taxpayer  can  use  this  allocation  for  one 
taxable  year  only. 

b.         Economic  impact 

OBRA  1993  changed  the  federal  government's  R&E  allocation  policy  from  64-percent  direct 
allocation  to  place-of-performance  to  50-percent.  Under  a  current  policy  baseline,  the  economic 
impact  of  the  provision  is  to  reduce  the  amount  of  U.S. -performed  R&E  that  can  be  allocated 
to  U.S.  source  income,  thereby  reducing  the  foreign  tax  credit  limitation  of  U.S.  multinational 
corporations  that  primarily  perform  R&E  in  the  United  States.  Under  a  current  policy  baseline, 
the  change  in  the  R&E  allocation  rules  is  viewed  as  increasing  corporate  tax  liability. 

As  estimated  by  the  Joint  Committee  on  Taxation  (JCT),  however,  the  R&E  allocation  provision 
was  scored  as  a  decrease  in  corporate  tax  liability.  Under  the  current  law  baseline  used  by  the 
JCT,  it  was  assumed  that  taxpayers  would  have  been  subject  to  the  R&E  allocation  regulations 
issued  in  1977  -  which  provide  30-percent  direct  allocation  -  after  the  expiration  of  Rev.  Proc. 
92-56  (which  temporarily  extended  the  64-percent  allocation  rule).  Thus,  the  JCT  scored  OBRA 
1993  as  increasing,  from  30  to  50  percent,  the  amount  of  R&E  directly  allocated  to  place-of- 
performance  for  the  first  taxable  year  beginning  after  the  expiration  of  Rev.  Proc.  92-56. 

This  report  uses  a  current  policy  baseline  for  purposes  of  measuring  economic  impact.  For  this 
purpose,  it  is  necessary  to  estimate  the  revenue  effect  of  reducing  the  direct  allocation  percentage 
from  prior  policy  (64  percent)  to  present  policy  (50  percent). 

Under  the  House-passed  version  of  OBRA  1993,  the  50-percent  R&E  allocation  rule  would  have 
been  made  permanent.  The  JCT  estimated  that  the  revenue  cost  of  the  House  provision  (relative 
to  the  30-percent  direct  allocation  in  the  1977  regulations)  was  $2,592  billion  over  the  fiscal  year 
1994-1998  period  (see  Table  HI. A. 3-1).  Under  the  assumption  of  linearity,  the  revenue  effect 
of  reducing  the  direct  allocation  percentage  from  64  to  50  percent  can  be  estimated  as  14/20ths 
(64  percent  minus  50  percent  divided  by  50  percent  minus  30  percent)  of  the  House  provision, 
or  $1.8  billion  over  the  fiscal  year  1994-1998  period  (see  Table  m.A.3-1)*'. 


"  The  relationship  between  revenues  and  the  exclusive  allocation  percentage  may  deviate  from 
linearity  for  at  least  two  reasons.  First,  companies  may  switch  to  an  excess  foreign  tax  credit  position 
as  the  allocation  percentage  is  reduced.  Allocation  of  additional  expenses  to  foreign  source  income  has 
no  immediate  tax  effect  for  excess  credit  companies.  Because  excess  credits  would  be  more  pronounced 
as  foreign  source  expenses  increase,  the  linearity  assumption  understates  the  revenue  impact  of  moving 
from  64  to  SO  percent  allocation.   Second,  under  the  1977  regulations,  the  gross  income  method  could 
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Table  in.A.3-1  —  Revenue  Estimate  of  Chanse  in  AOocation 
of  R&E  Expenses,  FY  1994-1998 


[Millions  of  doll 

irsl 

Line 

ProTisioa 

1994 

1995 

199« 

1997 

1998 

1994-98 

1. 

AUocile  50%  of  R&E  expeoso  U>  place 
of  perfomuDce  (baseline  30*)'. 

-287 

-501 

-572 

-601 

-632 

-2,592 

2. 

Change  place  of  perfonnance  allocatioo 
(torn  64«  to  50«  (70*  of  line  1). 

-201 

-351 

-400 

-421 

■M2 

-1,815 

3. 

Allocatioo  of  line  2  by  industry: 
Pbannaceuticai  industry  shaie^ 

Noophaimaceulical  industry  share 

-11 
-190 

-20 
-331 

-22 
-378 

-24 

-397 

-25 

-417 

-102 
-1.713 

'  Joint  Conunittee  on  Taxatioa,  'Estimated  Budget  Effects  of  the  Revenue  Recoociliatioo  Provisioos  of  H.R.  2264 
as  passed  by  the  House  and  by  the  Senate,'  JCX-10-93,  July  14,  1993.  Provision  would  have  been  effective  at 
the  expiration  of  Rev.  Proc.  92-56,  which  is  generally  the  third  taxable  year  beginning  after  August  1,  1991. 

'    5.6  percent  of  line  2  (see  text). 

Source:    Price  Waterhouse 


To  determine  the  phannaceutical  industry's  share  of  this  additional  tax  liability,  a  special 
tabulation  was  requested  from  the  IRS  on  data  items  from  Fonn  1118  (foreign  tax  credit)  that 
corporations  filed  for  1990  (the  most  recent  year  available).  For  each  corporation,  foreign- 
source  R&E  expenditures  were  multiplied  by  14/36ths  (64  percent  minus  50  perx»nt  divided  by 
100  percent  minus  64  percent)  to  determine  the  increase  in  foreign-source  R&E  attributable  to 
50-percent  versus  64-percent  direct  allocation."  The  effect  on  the  company's  foreign  tax  credit 
limitation  and  U.S.  tax  liability  was  determined,  at  the  new  3S-percent  corporate  tax  rate,  on  a 
company-by-company  basis.*' 

Based  on  1990  IRS  data,  a  reduction  in  the  place-of-performance  allocation  from  64  to  50 


not  reduce  the  amount  of  R&E  expenses  allocated  to  foreign  source  income  below  50  percent  of  the  gross 
sales  method,  as  compared  to  30  percent  under  current  law.  The  linearity  assumption  overstates  the 
revenue  impaa  of  moving  from  64  to  50  percent  allocation  because  this  change  (unlike  moving  to  the 
1977  regulations)  does  not  affect  the  limitation  on  the  gross  income  method. 

"  Form  1118  does  not  allow  separate  identification  of  U.S.  and  foreign-performed  R&E 
expenditures.  Most  of  the  R&E  conduaed  by  U.S.  multinationals  is  performed  at  domestic  locations. 
According  U3  National  Science  Foundation  data,  the  foreign-performed  share  of  worldwide  R&E 
expenditures  is  just  9.3  percent. 

"  The  effect  on  U.S.  tax  liability  of  a  reduction  in  the  foreign  tax  credit  limitation  varies  depending 
on  whether  the  company  has  excess  foreign  tax  credits. 
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percent  was  estimated  to  raise  $463  million,  of  which  phannaceutica]  companies  accounted  for 
5.6  percent  ($26  million).**  The  pharmaceutical  industry's  share  (5.6  percent)  was  used  to 
determine  the  pharmaceutical  industry  tax  liability  attributable  to  the  reduction  in  the  direct 
allocation  percentage  from  64  to  50  percent  (see  Table  III.A.3-1). 

The  estimated  economic  impact  of  the  change  in  the  R&E  allocation  rules  on  the  pharmaceutical 
industry,  over  the  fiscal  year  1994-1998  period,  is  summarized  below. 


Table  in.A.3-2  —  Economic  Impact  of  Change  in  Allocation  of  R&E  Expenses 
on  Pharmaceutical  Industry,  FY  1994-1998 

[Billions  of  dollars] 


lUm 

1994 

1995 

199« 

1997 

1998 

1994-98 

JO.OI) 

$0,020 

$0,022 

$0,024 

JO.  025 

$0,102 

Source:    Price  Waierfaouse. 

4.         Current  taxation  of  foreign  earnings  invested  in  excess  passive  assets 

a.         Description  of  provision 

OBRA  1993  expands  the  anti-deferral  rules  that  impose  current  U.S.  tax  on  certain  earnings 
retained  offshore  by  controlled  foreign  corporations  (CFCs).  The  new  rule  applies  when  an 
"excessive"  amount  of  earnings  is  reinvested  offshore  in  nonbusiness  or  passive  assets.  The  Act 
treats  passive  assets  exceeding  25  percent  of  total  assets  of  the  CFC  as  "excessive"  but  limits 
the  tax  to  future  earnings  from  taxable  years  beginning  after  September  30,  1993. 

In  measuring  passive  and  total  assets,  "hard"  assets  on  the  books  are  to  be  measured  at  their 
quarterly  average  earnings  and  profits  carrying  cost.  Certain  "soft"  assets  -  such  as  self- 
developed  manufacturing  or  licensed  intangibles  not  carried  on  the  books  because  their  costs 
were  expensed  as  R&D  expense  or  hcense  royalties  -  are  treated  as  having  a  tax  carrying  cost 
equal  to  the  most  recent  three  years'  R&D  or  three  times  current  year's  royalty  expense. 

The  asset-measurement  test  is  to  be  performed  on  a  group  basis  by  consolidating  all  foreign 
corporations  linked  by  common  ownership  through  a  top-tier  foreign  "parent."  Excess  passive 
assets  determined  on  a  group  basis  are  allocated  to  the  group  members  in  proportion  to  their 
relative  earnings. 


"  These  estimates  do  not  lake  into  account  possible  taxpayer  responses,  such  as  shifting  R&E 
aaivities  to  foreign  locations.  For  purposes  of  this  analysis,  the  pharmaceutical  industry  is  assumed  to 
respond  to  the  same  extent  as  other  industries. 
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^ective  Date:  This  provision  is  effective  for  taxable  years  beginning  after  Seplembo'  30,  1993. 


b.         Economic  impact 

According  to  the  JCT,  the  deferral  provision  will  increase  federal  income  tax  revenues  by  $251 
million  over  the  1994-1998  period  (see  Table  in.A.4-1). 

Table  ni.A.4-1  —  Revenue  Estimate  of  Change  in  Taxation  of  Foreign 
Earnings  Invested  in  Passive  Assets,  FY  1994-1998 

[MillioDS  of  dollars] 


Iton 

1»94 

1995 

199« 

1997 

1998 

1994-98 

JCT  Revenue  Ettiiiiile' 

20 

44 

56 

61 

69 

251 

Revenue  lUocatioa  by  industiy: 
Pbanniceutical' 

1 
19 

3 

41 

4 
52 

4 
57 

5 

64 

=;: 

'  Joinl  Committee  oo  Taxation,  'Eoimited  Budget  Effects  of  the  Revenue  Proviaons  of  H.R.  2264,  u  Agreol  to 

by  Ibe  Coofenes,'  JCX-11-93,  August  4,  1993. 
'  6.6  percent  of  the  JCT  eatimUe  (see  text). 

Source:    Price  Wetetbouse 


To  determine  the  pharmaceutical  industry's  share  of  this  additional  tax  liability,  a  special 
tabulation  of  Form  1118  filed  by  U.S.  corporations  for  1990  (the  most  recent  year  available)  was 
requested  from  the  IRS.  According  to  this  tabulation,  foreign  income  in  the  passive  foreign  tax 
credit  limitation  category  (i.e.,  the  'passive  basket*)  was  $6,048  million.  Pharmaceutical 
companies  accounted  for  $398  million  or  6.6  percent  of  the  total.  Based  on  this  tabulation,  the 
pharmaceutical  industry's  share  of  the  revenue  estimate  is  estimated  to  t>e  6.6  percent  or  $17 
million  over  the  fiscal  year  1994-1998  period." 

The  estimated  economic  impact  of  the  deferral  provision  on  the  pharmaceutical  industry,  over 
the  fiscal  year  1994-1998  period,  is  summarized  below.  This  estimate  likely  underestimates  the 
actual  economic  impact  of  the  deferral  provision  on  the  pharmaceutical  industry.  The  Joint 
Committee  on  Taxation  revenue  estimate  was  substantially  reduced  to  take  account  of  behavioral 
responses.  These  responses  -  including  restructuring  and  reinvestment  in  active  foreign  assets 
—  are  costly  to  taxpayers  and,  in  many  cases,  will  be  recurrent  rather  than  one-time  costs. 


*  A  precise  analysis  of  the  deferral  provision  would  require  matching  company-specific  data  on 
excess  passive  assets  with  earnings  and  profits.  Unfortunately,  the  data  to  perform  diis  analysis  does  not 
exist.  Instead,  gross  passive  income  is  used  as  a  proxy  for  the  relative  impact  of  the  deferral  provision 
on  the  company. 
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Table  ni.A.4-2.  —  Economic  Impact  of  Deferral  Provision 
on  FharmaceuUcai  Industry,  FY  1994-1998 

rBilliom  of  dollarsl 


ItOD 

1994 

1995 

1996 

1997 

1998 

1994-98     1 

Reveoue  "g^^""'^ 

jo.ooi 

$0,003 

$0,004 

$0,004 

$0,005 

$0,017  1 

Souice:    Price  Wftlerfaouse. 


5.         Other  provisions 

OBRA  1993  retroactively  extended  the  research  tax  credit  and  the  orphan  drug  tax  credit.  Under 
the  current  policy  baseline  used  in  this  report,  these  extensions  are  viewed  as  having  no 
economic  effect  because  they  do  not  change  government  tax  policy.  Consequently,  the  economic 
effect  on  the  pharmaceutical  industry  is  treated  as  zero. 


6.         Summary  of  tax  provisions 

The  economic  effect  of  the  revenue  raising  provisions  of  OBRA  1993  on  the  pharmaceutical 
industry  is  summarized  below.  Over  the  fiscal  year  1994-1998  period,  OBRA  1993  is  estimated 
to  increase  the  pharmaceutical  industry's  tax  liability  by  $3.3  billion.  The  average  annual 
increase  in  tax  burden  -  $660  million  —  is  equal  to  27  percent  of  the  industry's  total  tax  liability 
of  $2.45  billion  in  1990."  This  a  substantial  tax  increase  on  an  industry  whose  effective  tax 
rate,  according  to  the  General  Accounting  Office,  is  very  close  to  the  average  for  all  U.S. 
industries." 

As  discussed  above,  the  economic  impact  of  the  possessions  tax  credit  limitation  on  the 
pharmaceutical  industry  may  be  as  much  as  $1.5  billion  larger  than  shown  as  a  result  of  the 
costs  of  adjusting  possessions  operations  in  response  to  the  change  in  law. 
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Tabk  IILA.6-1  -  Economic  Effect  of  Revenue  Provisioiis  of  OBRA  1993 
on  the  Pharmaceutical  Industry,  FY  1994-1998 

[Billions  of  dollars;  totals  may  not  add  due  to  rounding] 


ProTiaoa 

19»4 

199S 

1»< 

1997 

1998 

1994-98 

$0,270 

$0,570 

$0,560 

$0,520 

$0,480 

$2,410 

2.  Cotjxmlt  tax  imte  mcresse 

$0,202 

$0,131 

$0,140 

$0,149 

$0,157 

$0,779 

3.  R&E  expense  allocation 

$0,011 

$0,020 

$0,022 

$0,024 

$0,025 

$0,102 

4.  E>efe>nl  provisioa 

$0,001 

$0,003 

$0,004 

$0,004 

$0,005 

$0,017 

Total 

$0,484 

$0,724 

$0,726 

$0,697 

$0,667 

$3,298 

Sauce:   Price  Waterbooae. 


"  See,  Internal  Revenue  Service,  Statistics  of  Income  Division,  Corporaie  Source  book:   1990. 

"  See,  U.S.  General  Accounting  Office.  1988  and  1989  Company  Effective  Tax  Rates  Higher  Than 
in  Prior  Years,  August  1992.  For  1989,  the  GAO  reports  that  the  U.S.  effeaive  tax  rate  of  the 
pharmaceutical  industry  was  31.4  percent  as  compared  to  32.9  percent  for  all  industries.  This  difference 
is  not  statistically  significant. 
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B.        Federal  Rebates  and  Discounts  for  Prescribed  Drugs 

Over  the  last  three  years,  Congress  has  enacted  two  major  pieces  of  legislation  that  effectively 
impose  price  controls  on  pharmaceuticals  sold  to  Medicaid  beneficiaries  and  to  federal 
government  agencies.  These  pricing  programs  are  described  below  along  with  an  estimate  of 
the  economic  impact  on  the  pharmaceutical  industry. 


1. 


Medicaid  rebates 


a.         Description  of  provision 

Under  the  Omnibus  Budget  Reconciliation  Act  of  1990,  federal  matching  funds  are  denied  to 
State  Medicaid  programs  for  drugs  unless  the  manufacturer  enters  into  a  rebate  agreement. 
Under  current  law,  the  terms  of  the  rebate  agreement  provide  for  two  types  of  rebates:  the  basic 
rebate,  and  the  additional  rebate. 

For  each  drug,  the  basic  rebate  per  imit  dispensed  is  equal  to  the  excess  of  the  average 
manufacturer  price  (AMP)  over  the  "best  price"  (i.e.,  the  lowest  price  charged  to  any  other 
private  or  government  buyer).''  The  basic  rebate  cannot  be  less  than  a  minimum  discount, 
which  currently  is  equal  to  15.7  percent  of  AMP  and  is  scheduled  to  decline  to  15.2  percent 
of  AMP  after  1995  (see  Table  ffi.B-l). 

For  each  drug,  the  additional  rebate  per  unit  dispensed  is  equal  to  the  excess  in  the  increase  in 
AMP  over  the  increase  in  the  consumer  price  index  from  September  1990." 

Table  m.B-l  -  Minimum  Medicaid  Discount 


Time  Period 

Minimum  Discount 

FVom: 

To: 

(») 

Janiuiy  1,  1991                        September  30,  1992 

I2.S 

October  1,  1992                       [>ecember  31,  1993 

15.7 

January  1,  1994                       December  31.  1995 

1S.4 

Jaouary  1.  1996 

IS.2 

"  The  definition  of  "best  price"  was  amended  by  the  Veterans  Health  Care  Aa  of  1992  to  exclude 
sales  to  the  Indian  Health  Service,  the  Department  of  Veterans  Affairs,  a  state  home  receiving  funds 
under  section  1741  of  tide  38,  United  States  Code,  the  Department  of  Defense,  the  Public  Health  Service, 
any  price  charged  under  the  Federal  Supply  Schedule  of  the  General  Services  Administration,  any  prices 
used  under  a  State  pharmaceutical  assistance  program,  and  other  prices  charged  to  agencies  of  the  federal 
government. 

"  For  drugs  first  marketed  after  September  1990,  the  additional  rebate  calculation  is  adjusted  to 
begin  widi  the  month  prior  to  first  fiiU  calendar  quarter  following  the  date  the  drug  was  first  marketed. 
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b.        Economic  impact 

The  economic  impact  of  Medicaid  rebates  on  the  pharmaceutical  industry  is  measured  as  the 
amount  of  money  rebated  by  drug  companies  under  the  terms  of  rebate  agreements.  The 
Congressional  Budget  Office  estimates  that  drug  manufacturers  will  pay  $7.7  billion  in  Medicaid 
rebates  over  the  four-year  period  1993-1997  (see  Table  ni.B-2).  Although  rebates  are  paid  to 
the  States,  the  federal  government  receives  57.5  percent  of  the  benefit  of  these  rebates  as  a  result 
of  lower  federal  matching  payments. 

Medicaid  rebate  estimates  were  extrapolated  to  1998  based  on  the  estimated  growth  in  Medicaid 
recipients  and  in  the  consumer  price  index  for  medical  care  (CPI-M).  CBO  estimates  that 
Medicaid  recipients  will  increase  by  2. 1  percent  from  1997  to  1998.  Over  the  same  time  period, 
CBO  also  estimates  the  consumer  price  index  for  all  urban  consumers  (CPI-U)  will  increase  by 
2.7  percent.  CBO  has  not,  however,  released  an  estimate  of  CPI-M.  Based  on  the  historical 
relationship  between  CPI-M  and  CPI-U,  the  rate  of  growth  of  CPI-M  was  estimated  to  be  1.2 
percentage  points  above  CPI-U  for  1998.  Based  on  CBO's  estimate  of  CPl-U,  this  relationship 
implies  a  3.9  percent  increase  in  CPI-M  from  1997  to  1998. 

Combining  the  growth  in  Medicaid  recipients  and  the  growth  in  CPI-M  yields  an  estimated  6. 1 
percent  estimated  growth  rate  in  Medicaid  rebates  from  $2,373  billion  in  1997  to  $2  518  billion 
in  1998  (see  Table  m.B-2). 


Table  m.B-2  -  Estimates  of  Medicaid  Rebates,  FY  1994-1998 

[Millions  of  dollars) 


lion 

1994 

1995 

1996 

1997 

1998= 

1994-98 

Toul  Rebates' 

1,547 

1,752 

2.018 

2,373 

2,518 

10,208 

Federal  govemmem 

889 

1.007 

1.160 

1,364 

1.448 

5,868 

State  govenunents 

658 

745 

858 

1.009 

1,070 

4,340    1 

'  For  1994-1997.  the  data  is  from  CBO  projections  July  22,  1992. 

^The  estimate  for  1998  was  calculated  using  the  CBO  methodology,  which  takes  into  consideration  two  elements: 
the  growth  in  Medicaid  recipients,  and  the  growth  in  consumer  price  mdex  for  medical  care.  The  Medicaid  rebates 
were  esumaled  to  mcrease  from  1997  to  1998  by  6. 1  percent.   See  text  for  details. 

Source:    Price  Waterfaouse  calculations. 


The  estimated  economic  impact  of  Medicaid  rebates  on  the  pharmaceutical  industry  over  the 
fiscal  year  1994-1998  period  is  summarized  below. 


Table  ni.B-3  -  Economic  Impact  of  Medicaid  Rebates 
on  Pharmaceutical  Industry,  FY  1994-1998 

[Billions  of  dollars] 


1 ■ 1 

Iton 

1994 

1995 

1996 

1997 

1998 

1994-98 

Rebate  estimate 

$1.5 

$1.8 

$2.0 

$2.4 

$2.5 

$10.2 

Source:    Congressional  Budget  Office  and  Price  Walerhouse  calculations. 


2.         Veterans  Health  Care  Aa  of  1992 


a.         Description  of  provision 

The  Veterans  Health  Care  Act  of  1992  established  a  mechanism  to  control  prices  paid  by  federal 
agencies  for  drugs  and  biologicals.  The  Act  requires,  as  a  condition  for  conducting  business 
with  the  federal  government,  that  drug  manufacturers  enter  into  pricing  agreements  with  the 
Federal  Supply  Schedule  (FSS),  the  Veterans  Administration  (VA)  depot,  and  the  Department 
of  Defense  (DoD)  depot.  The  price  of  drugs  procured  under  these  agreements  must  be  no 
greater  than  76  percent  of  the  non-Federal  average  manufacturing  price  (non-FAMP)  during  the 
most  recent  year.  Any  increase  in  the  price  of  a  prescription  drug  is  limited  to  the  increase  in 
the  consumer  price  index  for  all  urban  consumers  (CPl-U).  Special  rules  are  applicable  for 
newly  marketed  drugs.  The  Act  also  extended  the  Medicaid  outpatient  rebate  program  to  Public 
Health  Service  clinics. 


315 


At  the  time  the  law  was  enacted,  FSS  sales  amounted  to  l.S  percent  of  the  total  U.S. 
pharmaceutical  market**.  The  VA  procures  approximately  50  percent  of  its  prescription  drug 
requirements  through  the  FSS,  23  percent  through  VA  depots,  and  the  remainder  through  other 
arrangements  such  as  single-award  contracts  and  open-market  purchases. 


b.         Economic  impact 

The  economic  impact  on  the  pharmaceutical  industry  of  the  pricing  agreements  mandated  by  the 
Veterans  Health  Care  Act  is  measured  as  the  value  of  discounts  provided  by  drug  companies 
under  the  terms  of  these  agreements.  The  Congressional  Budget  Office  estimates  that  the  pricing 
agreements  will  reduce  annual  drug  acquisition  costs  for  FSS  purchases  by  the  VA  and  the  DoD 
by  $40-$60  million  and  $30-$40  million,  respectively.  CBO  has  not  produced  an  estimate  of 
savings  on  drug  purchases  by  VA  and  DoD  depots. 

The  VA  estimates  that  pricing  agreements  will  save  the  agency  ^iproximately  $70  million  in 
1993,  and  anticipates  the  savings  to  be  in  the  range  of  8  to  13  percent  of  total  pharmaceutical 
expenditures.  The  VA's  estimate  of  $70  million  of  annual  savings  is  not  inconsistent  with 
CBO's  estimate  of  $40-$60  million  because  CBO's  estimate  excludes  purchases  through  VA 
depots.  Currently,  the  VA  spends  approximately  $800-$900  million  per  year  on  prescription 
drugs,  and  this  amount  is  expected  to  increase  at  an  annual  rate  of  4.6  percent. 

The  combined  drug  acquisition  cost  savings  of  the  VA  and  the  DoD  was  projected  to  \x  $100 
million  in  fiscal  year  1993  based  on  the  VA's  estimate  of  its  own  savings  ($70  million)  and  the 
lower  range  of  CBO's  estimate  of  DoD  savings  ($30  million).  Total  VA  and  DoD  savings  on 
prescription  drugs  for  fiscal  years  1994-1998  are  projected  to  be  $573  million  based  on  the  4.6 
percent  annual  growth  rate  estimated  by  the  VA.  This  projection  understates  the  actual  savings 
to  the  government  because  purchases  through  the  FSS  by  DoD  depots  and  other  government 
agencies,  and  rebates  for  Public  Health  Service  clinic  drug  purchases,  are  not  taken  into  account. 

The  estimated  economic  impact  of  the  price  agreements  mandated  by  the  Veterans  Health  Care 
Act  on  the  pharmaceutical  industry  over  the  fiscal  year  1994-1998  period  is  summarized  below. 

Table  III.B-4  -  Economic  Impact  of  VA  and  DoD  Price  Discounts 
on  Pharmaceutical  Industry,  FY  1994-1998 

[Billions  of  dollars] 


lUm 

1994 

1995 

1996 

1997 

1998 

1994-1998 

VA  and  DoD  discount  estimate 

$0,105 

$0,109 

$0,114 

$0,120 

$0,125 

$0,573 

Source:    Price  Waterfaouse. 


^  Source:  Veterans'  Affeirs  Committee.  Senate  Report  No.  102-401,  1992. 
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C.        Prescription  Drug  User  Fee  Act  of  1992 

1.         Description  of  provision 

The  Prescription  Drug  User  Fee  Act  of  1992  amended  the  Federal  Food,  Drug  and  Cosmetic 
Act  of  1962  to  establish  a  payment  system  for  applicants  seeking  approval  of  human  drugs  from 
the  Food  and  Drug  Administration  (FDA).  Under  the  Act,  applicants  for  human  drugs  generally 
are  subject  to  a  specified  schedule  of  user  fees,  the  revenue  from  which  will  be  dedicated  to 
expedite  the  FDA's  review  process. 

The  provisions  of  this  act  were  to  take  effect  as  of  September  1,  1992.  Before  the  FDA  can 
collect  any  fee,  however.  Congress  must  appropriate  the  anticipated  revenue.  Congress  enacted 
the  relevant  fiscal  year  1993  appropriation  on  July  1,  1993,  and  President  Clinton  signed  it  into 
law  on  the  following  day.  The  FDA  currently  is  in  the  process  of  collecting  user  fees  for  fiscal 
year  1993. 

The  following  fees  are  applicable  under  the  Act: 

•  The  human  drug  application  and  supplement  fee  is  assessed  for  each  application.  Fifty 
percent  of  the  amount  is  required  upon  submission  of  the  application,  with  the  remainder 
payable  when  the  Department  sends  a  specific  action  letter.  A  reduced  fee  is  applicable 
for  supplement  applications  and  applications  with  no  clinical  data. 

•  The  prescription  drug  establishment  fee  is  due  before  January  31  of  each  year.  An 
establishment  is  defined  as  one  physical  location  with  research  facilities  located  within 
five  miles  at  which  at  least  one  prescription  drug  product  is  manufactured. 

•  The  prescription  drug  product  fee  is  an  annual  fee  applicable  for  each  prescription  drug 
listed  under  Section  510  of  the  Federal  Food,  Drug  and  Cosmetic  Act. 

The  following  table  provides  a  schedule  of  fees  required  under  the  law. 
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Table  m.C-I  -  Schedule  of  User  Fees,  FY  1993-1997 


Fee  Type 

1»3 

1994 

1995 

\996 

1997 

ApplicaUoo 

$100,000 

$150,000 

$208,000 

$217,000 

$233,000 

Supplement 

$50,000 

$75,000 

$104,800 

$108,000 

$116,000 

Establishmeat 

$60,000 

$88,000 

$126,000 

$131,000 

$138,000 

Product 

$6,000 

$9,000 

$12,500 

$13,000 

$14,000 

Small  businesses  with  less  than  500  employees  are  required  to  pay  only  50  percent  of  the  human 
dnig  application  and  supplement  fee.  In  addition,  a  fee  waiver  or  reduction  can  be  granted  on 
a  case-by-case  basis  by  the  FDA.  The  provisions  of  the  law  are  scheduled  to  expire  after 
September  30,  1997. 


2.         Economic  impact 

According  to  the  Food  and  Drug  Administration,  it  takes  an  average  of  22  months  for  approval 
of  a  new  drug  from  the  time  companies  apply  to  market  a  given  product.  User  fees  will  enable 
the  FDA  to  add  600  new  drug  reviewers  and  support  staff  by  the  end  of  fiscal  year  1997.  The 
additional  resources  are  expected  to  accelerate  the  review  process  to  12  months  for  standard 
applications  and  to  six  months  for  priority  applications." 

The  FDA  anticipates  collecting  an  equal  amount  of  revenue  from  each  of  the  three  fee  types. 
Total  fees  are  estimated  to  be  $36  million  in  fiscal  year  1993,  increasing  to  $84  million  in  fiscal 
year  1997.  Total  fees  over  the  fiscal  year  period  1993-1997  are  estimated  to  be  $327  million. 

Under  present  law,  the  prescription  drug  user  fee  is  scheduled  to  expire  at  the  end  of  fiscal  year 
1997;  consequenUy,  there  is  no  FDA  estimate  of  fees  for  fiscal  year  1998.  For  purposes  of  this 
report  it  is  assumed  that  the  fee  will  be  continued  after  fiscal  1997,  consistent  with  the  use  of 
the  current  policy  baseline.  Fiscal  year  1998  user  fees  are  estimated  to  be  $90  million  based  on 
the  FDA's  estimate  of  the  growth  rate  in  fees  from  1996  to  1997.  Accordingly,  total  fees  over 
the  fiscal  1994-1998  period  are  estimated  to  be  $381  million. 


"  The  end  point  of  the  review  process  is  defined  as  the  issuance  of  an  action  leaer.  The  aaion 
letter,  if  it  is  not  an  approval,  or  an  approvable  letter,  will  set  forth  in  detail  the  specific  deficiencies  and, 
where  appropriate,  the  actions  necessary  to  place  the  application  in  condition  for  approval.  A  corrected 
application,  when  submitted,  will  be  subject  to  further  review  cycles.  The  requirements  under  the  Federal 
Food,  Drug,  and  Cosmetic  Act  and  the  Public  Healdi  Service  Act  remain  effective. 
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The  economic  impact  of  the  prescription  drug  user  fee  on  the  pharmaceutical  industry  is  assumed 
to  be  equal  to  the  amount  of  fees  paid  to  the  FDA."  The  estimated  economic  impact  of  the 
prescription  drug  user  fee  on  the  pharmaceutical  industry  over  the  fiscal  year  1994-1998  period 
is  summarized  below. 


Table  ni.C-2  -  Economic  Impact  of  Prescription  Drug  User  Fee  Act  of  1992 
on  Pharmaceutical  Industry,  FV  1994-1998 

[Billions  ID  dollars] 


Ilem 

1994 

1995 

1996 

1997 

1998 

1994-98 

User  fee  estimate 

$.054 

$.075 

$.078 

$.084 

$0.90 

$0,381 

Source:    Food  and  Drug  Adtmnistralion. 


Summary 


Recently  enacted  legislation  will  impose  an  estimated  $14.5  billion  of  costs  and  lost  revenue  on 
the  pharmaceutical  industry  over  the  five-year  period  1994-1998  (see  Table  HI.D-l).  The 
average  annual  cost  of  this  legislation  -  $2.9  billion  per  year  -  represents  over  30 percent  of 
the  industry's  1992  after-tax  profits  of  $9.5  billion. 

Enacted  in  1990,  Medicaid  rebates  alone  account  for  $10.2  billion  of  costs  on  the  industry  over 
fiscal  1994-1998  period.  The  revenue  provisions  of  the  1993  budget  act  are  estimated  to 
increase  the  pharmaceutical  industry's  tax  liability  by  $3.3  billion.  Price  controls  on  prescription 
drug  sales  to  the  Veterans  Administration  and  the  Department  of  Defense  are  estimated  to  raluce 
industry  revenues  by  approximately  $0.6  billion.  In  addition,  the  industry  will  pay  an  estimated 
$0.4  billion  in  fees  to  the  Food  and  Dnig  Administration  in  conjunction  with  new  drug 
applications. 


Table  in.D-l  —Economic  Impact  of  Recent  Legislation  on  the 
Pharmaceutical  Didustry,  FY  1994-1998 

[Billions  of  dollars] 


j                       Provision 

1994 

1995 

1996 

1997 

1998 

1994-98 

1   1 .  Revenue-raising  provisions  of 
OBRA  1993 

$0,484 

$0,724 

$0,726 

$0,697 

$0,667 

$3,298 

2.  Medicaid  rebates  (OBRA  1990) 

$1,547 

$1,752 

$2,018 

$2,373 

$2,518 

$10,208 

3.  VA  and  DoD  price  discounts 
(Veteran's  Health  Care  Act  of  1992) 

$0,105 

$0,109 

$0,114 

$0,120 

$0,125 

$0,573  1 

4.  Prescription  dnig  user  fee 
(Prescription  Drug  User  Fee  Act  of 
1992) 

$0,054 

$0,075 

$0,078 

$0,084 

$0,090 

$0,381  1 

Total 

$2,190 

$2,660 

$2,936 

$3,274 

$3,400 

$14,460 

Source;    Pnce  Walerfaouse. 


"  The  costs  to  the  pharmaceutical  industry  of  complying  with  govenunent  regulations  are  not 
quantified  in  this  analysis  and,  consequently,  any  reduction  in  the  regulatory  burden  resulting  from 
predictability  in  the  period  of  drug  or  biologies  review  also  should  not  be  counted.  This  report  measures 
economic  impaa  on  the  pharmaceutical  industry  based  solely  on  the  amount  of  cash  paid  to  the  federal 
govenunent.  \ 
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